2019 Regular Session

MEETING DATE:

The Florida Senate

COMMITTEE MEETING EXPANDED AGENDA

HEALTH POLICY
Senator Harrell, Chair
Senator Berman, Vice Chair

Monday, March 11, 2019

TIME: 1:30—3:30 p.m.
PLACE: Pat Thomas Committee Room, 412 Knott Building
MEMBERS: Senator Harrell, Chair; Senator Berman, Vice Chair; Senators Baxley, Bean, Book, Cruz, Diaz,
Hooper, Mayfield, and Rouson
BILL DESCRIPTION and
TAB BILL NO. and INTRODUCER SENATE COMMITTEE ACTIONS COMMITTEE ACTION
1 SB 1088 Nursing Home Facility Staffing; Revising direct care Fav/CS
Albritton staffing requirements for nursing home facilities; Yeas 10 Nays 0

(Similar H 897)

requiring the Agency for Health Care Administration
to include such requirements in rule, etc.

HP 03/11/2019 Fav/CS

AHS
AP
2 SB 732 Office Surgery; Revising the definition of the term Fav/CS
Flores “ambulatory surgical center” to remove the exclusion Yeas 10 Nays O

(Identical H 933)

of physician offices; relocating the requirements that a
person who seeks to operate an office surgery center
must register with the Department of Health and pay
registration costs; prohibiting a physician from
practicing medicine in a center that is not registered
with the department; establishing requirements for a
surgeon to perform a level 1l procedure in a center;
authorizing the department to revoke a center’s
certificate of registration and prohibit associated
physicians from practicing at the center for failure to
comply with certain provisions, etc.

HP 03/11/2019 Fav/CS

AHS
AP
3 SB 1124 Dispensing Medicinal Drugs; Authorizing individuals Favorable
Harrell licensed to prescribe medicinal drugs to dispense a Yeas 10 Nays O

(Identical H 1115)

48-hour supply, rather than a 24-hour supply, of such
drugs to any patient, including a discharged patient,
under certain circumstances, etc.

HP 03/11/2019 Favorable
IT
RC
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TAB BILL NO. and INTRODUCER

BILL DESCRIPTION and
SENATE COMMITTEE ACTIONS

COMMITTEE ACTION

4 SB 1126
Harrell
(Identical H 1207)

Pediatric Cardiac Technical Advisory Panel;
Authorizing the reimbursement of per diem and travel
expenses to members of the pediatric cardiac
technical advisory panel, established within the
Agency for Health Care Administration; providing
immunity from civil and criminal liabilities to members
of the panel; requiring the Secretary of Health Care
Administration to consult the panel for advisory
recommendations on certain certificate of need
applications, etc.

HP 03/11/2019 Favorable
AHS
AP

Favorable
Yeas 10 Nays O

5 Alternatives to Opioids Tool Kit:
Manatee Memorial Hospital

Presented
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The Florida Senate

BILL ANALYSIS AND FISCAL IMPACT STATEMENT

(This document is based on the provisions contained in the legislation as of the latest date listed below.)

Prepared By: The Professional Staff of the Committee on Health Policy

BILL: CS/SB 1088

INTRODUCER:  Health Policy Committee and Senator Albritton

SUBJECT: Nursing Home Facility Staffing
DATE: March 13, 2019 REVISED:
ANALYST STAFF DIRECTOR REFERENCE ACTION
1. Looke Brown HP Fav/CS
2. AHS
3. AP

Please see Section IX. for Additional Information:

COMMITTEE SUBSTITUTE - Substantial Changes

Summary:

CS/SB 1088 amends nursing home staffing requirements established in s. 400.23, F.S., to define
the term “direct care staff” and to replace requirements for staffing a nursing home with certified
nursing assistants (CNA) with requirements for staffing with direct care staff. The bill requires a
minimum weekly average of 3.9 hours of direct care staffing (increased from 3.6 hours of
staffing by CNAs or licensed nurses) per resident per day and a minimum of 2.5 hours of non-
nursing direct care staffing per resident per day.

The bill’s provisions take effect on July 1, 2019.
[I.  Present Situation:
Direct Care Staff

Federal law defines “direct care staff” as those individuals who, through interpersonal contact
with nursing home residents or resident care management, provide care and services to allow
residents to attain or maintain the highest practicable physical, mental, and psychosocial well-
being. Direct care staff does not include individuals whose primary duty is maintaining the
physical environment of the long-term care facility (for example, housekeeping).

142 CFR's. 483.70(q)(1)
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Direct care staff are the primary providers of paid, hands-on care for more than 13 million
elderly and disabled Americans. They assist individuals with a broad range of support, including
preparing meals, helping with medications, bathing, dressing, getting about (mobility), and
getting to planned activities on a daily basis.?

Direct care staff fall into three main categories tracked by the U.S. Bureau of Labor

Statistics: Nursing Assistants (usually known as Certified Nursing Assistants or

CNAs), Home Health Aides, and Personal Care Aides:

e Nursing Assistants or Nursing Aides generally work in nursing homes, although some work
in assisted living facilities, other community-based settings, or hospitals. They assist
residents with activities of daily living (ADLS) such as eating, dressing, bathing, and
toileting. They also perform clinical tasks such as range-of motion exercises and blood
pressure readings.

e Home Health Aides provide essentially the same care and services as nursing assistants, but
they assist people in their homes or in community settings under the supervision of a nurse or
therapist. They may also perform light housekeeping tasks such as preparing food or
changing linens.

e Personal Care Aides work in either private or group homes. They have many titles, including
personal care attendant, home care worker, homemaker, and direct support professional. (The
latter work with people with intellectual and developmental disabilities). In addition to
providing assistance with ADLSs, these aides often help with housekeeping chores, meal
preparation, and medication management. They also help individuals go to work and remain
engaged in their communities. A growing number of these workers are employed and
supervised directly by consumers.®

The federal government requires training only for nursing assistants and home health aides who
work in Medicare-certified and Medicaid-certified nursing homes and home health agencies.
Such training includes training on residents’ rights; abuse, neglect, and exploitation; quality
assurance; infection control; and compliance and ethics; and specifies that direct care staff must
be trained in effective communications.*

Nursing Home Staffing Standards

Section 400.23(3), F.S., requires the Agency for Health Care Administration to adopt rules

providing minimum staffing requirements for nursing home facilities. The requirements must

include:

e A minimum weekly average of 3.6 hours of direct care per resident per day provided by a
combination of certified nursing assistants and licensed nursing staff. A week is defined as
Sunday through Saturday.

2 Understanding Direct Care Workers: a Snapshot of Two of America’s Most Important Jobs, Certified Nursing Assistants
and Home Health Aides, Khatutsky, et al., (March 2011), available at https://aspe.hhs.gov/basic-report/understanding-direct-
care-workers-snapshot-two-americas-most-important-jobs-certified-nursing-assistants-and-home-health-aides#intro (last
visited on Mar. 7, 2019).

3 See Who are Direct Care Workers? available at https://phinational.org/wp-
content/uploads/legacy/clearinghouse/NCDCW%20Fact%20Sheet-1.pdf (last visited on Mar. 7, 2019)

442 CFR s. 483.95
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A minimum of 2.5 hours of direct care per resident per day provided by certified nursing
assistant staff. A facility may not staff at a ratio of less than one certified nursing assistant per
20 residents.

A minimum of 1.0 hour of direct care per resident per day provided by licensed nursing staff.
A facility may not staff at a ratio of less than one licensed nurse per 40 residents.

Nursing assistants employed under s. 400.211(2), F.S., may be included in computing the
staffing ratio for certified nursing assistants if their job responsibilities include only nursing-
assistant-related duties.

Each nursing home facility must document compliance with staffing standards and post daily
the names of staff on duty for the benefit of facility residents and the public.

Licensed nurses may be used to meet staffing requirements for CNAs if the licensed nurses
are performing the duties of a CNA and the facility otherwise meets minimum staffing
requirements for licensed nurses.

Non-nursing staff providing eating assistance to residents do not count toward compliance
with minimum staffing standards.

Effect of Proposed Changes:

CS/SB 1088 amends s. 400.23, F.S., to:

Define the term “direct care staff” to mean individuals who, through interpersonal contact

with residents or resident care management, provide care and services that allow residents to

attain or maintain their highest practicable physical, mental, and psychosocial states of well-
being.

o The term does not include individuals whose primary duty is maintaining the physical
environment of the facility.

o Direct care staffing hours do not include time spent on: nursing administration, staff
development, staffing coordination, and the administrative portion of the minimum data
set and care plan coordination.

Replace requirements for staffing with CNAs with requirements for staffing with direct care

staff, except that a facility may not staff below one CNA per 20 residents at any time.

Establish staffing requirements as follows:

o A minimum weekly average of 3.9 hours of direct care staffing per resident per day
(increased from 3.6 hours of staffing by CNAs or licensed nurses) as determined by
facility assessment staffing needs in accordance with 42 C.F.R. part 483, subpart B; and

o A minimum of 2.5 hours of non-nursing direct care staffing per resident per day. The bill
allows non-nursing staff who provide eating assistance to count toward compliance with
minimum staffing standards.

Specify that a facility may not staff below one licensed nurse per 40 residents at any time.

Make conforming changes.

The bill provides an effective date of July 1, 2019.

Constitutional Issues:

A.

Municipality/County Mandates Restrictions:

None.
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VI.

VII.

VIII.

B.

Public Records/Open Meetings Issues:

None.
Trust Funds Restrictions:

None.

State Tax or Fee Increases:

None.

Other Constitutional Issues:

None.

Fiscal Impact Statement:

A.

Tax/Fee Issues:
None.
Private Sector Impact:

None.

Government Sector Impact:

None.

Technical Deficiencies:

None.

Related Issues:

None.

Statutes Affected:

This bill substantially amends section 400.23 of the Florida Statutes.

Additional Information:

A.

Committee Substitute — Statement of Substantial Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

CS by Health Policy on March 11, 2019:

The CS specifies that a nursing home must meet facility assessment staffing needs as
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established in 42 C.F.R. part 483, subpart B, and clarifies that the definition of “direct
care staff” applies to the paragraph rather than the sub-subparagraph.

B. Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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Florida Senate - 2019 COMMITTEE AMENDMENT
Bill No. SB 1088

[TNRANRY 202

LEGISLATIVE ACTION
Senate . House
Comm: RCS
03/13/2019

The Committee on Health Policy (Albritton) recommended the

following:
Senate Amendment

Delete lines 19 - 22

and insert:

ara—ieensednaursing—statfing—ecombined—of 3.9 3-6 hours of

direct care staffing per resident per day as determined by

facility assessment staffing needs in accordance with 42 C.F.R.

part 483, subpart B. As used in this paragraph sub-subparagraph,

Page 1 of 1
3/8/2019 12:55:07 PM 588-02819-19
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By Senator Albritton

26-01180-19 20191088
A bill to be entitled

An act relating to nursing home facility staffing;
amending s. 400.23, F.S.; revising direct care
staffing requirements for nursing home facilities;
requiring the Agency for Health Care Administration to
include such requirements in rule; defining the term

“direct care staff”; providing an effective date.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Subsection (3) of section 400.23, Florida
Statutes, 1is amended to read:

400.23 Rules; evaluation and deficiencies; licensure
status.—

(3) (a)1l. The agency shall adopt rules providing minimum
staffing requirements for nursing home facilities. These

requirements must include, for each facility:

=
[ S

H-

a. A minimum weekly average of eert

ard—ieensedrnursingstatfing—eombined of 3.9 3-6 hours of

direct care staffing per resident per day as determined by

facility assessment staffing needs in accordance with Federal

Requirements of Participation. As used in this sub-subparagraph,

a week is defined as Sunday through Saturday, and the term

“direct care staff” includes those individuals who, through

interpersonal contact with residents or resident care

management, provide care and services that allow residents to

attain or maintain their highest practicable physical, mental,

and psychosocial states of well-being. The term does not include

individuals whose primary duty is maintaining the physical

Page 1 of 3
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environment of the facility. Direct care staffing hours do not

include time spent on the following functions: nursing

administration, staff development, staffing coordination, and

the administrative portion of the minimum data set and care plan

coordination.

b. A minimum nonnursing direct care ecertified nursineg
g S

assistant staffing of 2.5 hours of direct care per resident per
day. A facility may not staff below one certified nursing

assistant per 20 residents at any time.

c. A minimum licensed nursing staffing of 1.0 hour of
direct care per resident per day. A facility may not staff below

one licensed nurse per 40 residents at any time.
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2.3~ Each nursing home facility must document compliance
with staffing standards as required under this paragraph and
post daily the names of staff on duty for the benefit of
facility residents and the public.

3.4+ The agency shall recognize the use of licensed nurses
for compliance with minimum staffing requirements for direct
care staff eertified mursingassistants 1f the nursing home

facility otherwise meets the minimum staffing requirements for

licensed nurses and the licensed nurses are performing the

duties of direct care staff a——eertified nursing assistant.

Unless otherwise approved by the agency, licensed nurses counted

toward the minimum staffing requirements for direct care staff

eertifiednursing—assistants must exclusively perform the duties

Page 2 of 3
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of direct care staff a—eertified nursing assistant—feor—+h

entire——shift and not also be counted toward the minimum staffing

ar

T

requirements for licensed nurses. If the agency approved a

facility’s request to use a licensed nurse to perform both

licensed nursing and direct care staff eertified nursing

assistant duties, the facility must allocate the amount of staff

time specifically spent on direct care staff eertified nursing

assistant duties for the purpose of documenting compliance with
minimum staffing requirements for certified and licensed nursing
staff. The hours of a licensed nurse with dual job

responsibilities may not be counted twice.
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(b)+e)> Licensed practical nurses licensed under chapter 464
who are providing nursing services in nursing home facilities
under this part may supervise the activities of other licensed
practical nurses, certified nursing assistants, and other
unlicensed personnel providing services in such facilities in
accordance with rules adopted by the Board of Nursing.

Section 2. This act shall take effect July 1, 2019.

Page 3 of 3
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The Florida Senate

Committee Agenda Request

To: Senator Gayle Harrell, Chair
Committee on Health Policy

Subject: Committee Agenda Request

Date: February 22, 2019

I respectfully request that Senate Bill #1088, relating to Nursing Home Facility Staffing, be
placed on the:

X committee agenda at your earliest possible convenience,

] next committee agenda.

Senator Ben Albritton
Florida Senate, District 26

File signed original with committee office $-020 (03/2004)




THE FLORIDA SENATE

APPEARANCE RECORD

_2 //) / //;, g (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) ?g
| 105

/ Meeting Date Bill Number (if applicable)

Topic ,ﬁ/«ﬁ\g %ﬂ«, f‘foﬁ%g/ Amendment Barcode (if applicable)
Neme  Uihac]  Mil[ln

sob Title  Shde Onobadssan

Address _ /0 45 Eiplonsol 90V, Phone 850 - ¥/4/-)33 1

Street M% g 24355 Emalil M//f;/é& W{j ,,

City State Zip
Speaking: For | Against Information Waive Speaking: In Support Against
/ (The Chair will read this information into the record.)

Representing 3%4(,, L‘“’*‘}, aw &f{ Qﬂéuﬁf‘m AR) 6“?‘3{@\”‘”
Appearing at request of Chair: Yes | AINo Lobbyist registered with Legislature: X /Yes No

[oom—

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. ' S-001 (10/14/14)



THE FLORIDA SENATE
APPEARANCE RECORD
2 l i ' ] q (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) I O 8 ?

Meeting Date Bill Number (if applicable)

TOpIC m&iefm (7€ Y\U{g ‘r\a) %OW g{;a’@é‘ (\'ﬁ Amendment Barcode (if applicable)
Name | " (1C Freeme :

Job Title_\/ | CE \/(‘? \(iﬂtfﬁ ot ()ﬂ@\”dh@ﬂ@
Address \ O | CBU(\(\\! C\)‘\ A p\d Cﬂf’@’ Q(“)\ Phone ¢ | Q %q? O:;) -

Street

( &Q\\OG\"Y"\i L %37@‘7 EmallT(“%‘”‘F’@ﬁ’(’@

7 :
City State Zip Q@ u%’h@f N ‘+Q com
Speaking: (ﬁFor [ ] Against D Information Waive Speaking: [ |In Support [ ]Against
(The Chair will read this information into the record.)

Representing o aYhern Health Care Ma mgeme Nt

Appearing at request of Chair: Yes No Lobbyist registered with Legislature: Yes | \ No

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE
u APPEARANCE RECORD
gi i i l ' q (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) / 0 8 g

IMeetirlg Date Bill Number (if applicable)

Topic M O d’g '/ Vl {m N U\/g ’ V’) ﬁ) h 0 W SW] nﬁ Amendment Barcode (if applicable)

Nameé)// 194 K /\/g@@:ﬁ

I7J
Job Title §d(° g)ﬂﬂ&f}%&&b&jﬁéa /ﬁ/{]L é}gﬁaﬁegwﬂﬂ/
Address <) ﬂ%rém ?ﬂm% /{d Un; 7L Q030 Phone 05 D/ 54['6/5 /

pebéévé\h FL 22591 Email /Jljmomis@w( heas, com_

City State Zip
Speaking: BfFor [ _]Against [ _]Information Waive Speaking: [ |In Support [ | Against
(The Chair will read this information into the record.)
Representing 5 i@ Nna Fuie. )‘J\ eal 4’)\ Cal¢
/ \
Appearing at request of Chair: Yes 74 No Lobbyist registered with Legislature: Yes L~TWo

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD

2 _ l 9 & C) q (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) % 1
8 Mee'lting Date [ Bill) l\%mber (if applicable)
Topic (\(\ Ookﬂ W\T Z/Q.Hm 0 T )\)%V%T}\\(}I &O\N\/AQ 5-\\\0(\!3;2) ?j Amendment Barcode (if applicable)
Name N\Q\M‘r\ /V\ t’Z/(O/M
Job Title A%Soc‘\oleQ onmivx(\ 6’“:“0&{0‘r QNQF cho(%
Address _{LY0\ @\0{ St ‘Avj wGVhV\Q ‘QOQO( Phone 404~ Q60 - 1§19
Street ‘ .
'UJq CkSOYN | ﬂc FL 33&5 D Email NV Z‘Vw‘\t 9, (‘\\Mguw(?ﬂ »
City State Zip -~ s 0{:7

Speaking: For Against Information - Waive Speaking; In. Support X Against
. (The CRair wilFread this information into the record.)

Representing QNQ‘ GTJ\G‘C}\'%’)
/ \_/

Appearing at request of Chair: Yes \( No Lobbyist registered with Legislature: Yes No

While it is a Senate tradition fo encourage publio/testimony, time may not permit all persons wishing to speak to be hean/ at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD
(Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting)
3ﬂﬂq SE 108§
Meeting Date Bill Number (if applicable)
Topic s —4> %M & h/%z Vi Amendment Barcode (if applicable)

Name‘ | /"l AR T 5ﬂgf7/
Job Title LED

Address /] o $] Awguchhe A d. Phone 22v L6~ 8727
Street
\}4&/’4/« 7 F/ 322 Email méEA © At L_«lznaq,_
City State Zip o
Speaking: For ,ZAgainst Information Waive Speaking: In Support Against

(The Chair will read this information info the record.)

Representing I?/Lm %ZM:Z‘A/ #/a/rwv Lo A E

Appearing at request of Chair: Yes [X/No Lobbyist registered with Legislature: Yes No

v

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked fo limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD

,% i K % % (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) <+ (2 ! O g 2;

Meeting Date ' Bill Number (if applicable)

Topic %\M ‘{% ?{W ‘ﬁ e \Sﬁi ‘ffé) Ng Amendment Barcode (if applicable)
Name %"‘&i\% i A Nﬁﬁ :

Job Title ff\“%(}\(

Address (| \29 ﬁ"HCquL % d Phone 4 04 7250020

St{ﬁﬁ/ \/ ¢ ‘ k?e' ﬁ/ %;Lf Email %Uj@j\fd ¢ S}’@&Q WTT% "

City State i om

Speaking: [ |For [ _|Against [>{] Information Waive Speaking: [ _]In Support [ | Against
(The Chair will read this information into the record.)

Representing \fk(jn ms Cﬁ% Q\Q(g(g\%n H(}WE, 7@{%%@ A ﬂd (\leﬁg (@Cj»

Appearing at request of Chair: Yes No Lobbyist registered with Legislature: Yes No

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD
6 J I , q (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) / O % %
Meeting Date Bill Number (if applicable)
Topic UVSINA FI0%, 4 2! Amendment Barcode (if applicable)

Name 2/5%} L,WUS

JobTitle  EXecushe 1) recu |
Address _/U)S //ﬂ@//z&é %//7’7& S Phone %’/7/8(;7 - ?@4//

Street — TNy )y e 4
SF, WM% F1 33705 Email //5/@@5@ NS, @/j

City State Zip

%p% Information Waive Speaking: In Support %Against
— (The Chair will read this information into the record.)

Representing N@WV]&/&%/ 5)&/%/07 MW / fjfi M DONEAGE Al

Appearing at request of Chair: Yes No Lobbyist registered with Legislature: Yes No

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD

(Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) »
2u\2o19 | SB/OSS
Meet/‘ng Date Bill Number (if applicable)
Topic / \i U f‘gﬁ »Hﬁé{\ 4 5 tﬁ 5; Amendment Barcode (if applicable)

Name 7% YA 5? Jac /ijm
Job Title i?grﬁe%’“ FinBict Res (fs

; N — ~ \
Address [ S0 S Mon roc , Swite b3 Phone & > 0 CZZF/S O(0/
Street o
(&”&LM& ee - Q 35’235)/ Email /ﬁww%ﬁam‘?;ﬁﬁmﬁ@% lts.
City State Zip <
Speaking: [ |For ﬁAgains’t [ ] Information Waive Speaking: [ ]In Support [ |Against

(The Chair will read this information into the record.)
SETWU-1199

Y %

Appearing at request of Chair: Yes No Lobbyist registered with Legislature: | X| Yes No

Ve

Representing

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD
(Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) il
34 /b 5¢
Meeting Date Bill Number (if applicable)
! i
Topic /Nu ks '!"S h ome & VI’B{?/; ~ Amendment Barcode (if applicable)

Name CM m'\ E Ckcm’p

Job Title /E,@(\ﬁ. ‘}’W\ Cﬁ\e\ﬁ /F’v‘% gf?ﬁclﬁ//(f}/
Address //‘Vd k/ﬁ IZZ ?/3 /Pt(’( p> /Qij Phone (970‘7‘ J/5-0s5¢/

Street /
[ALC. FL' 2330% Email
| City ! / [ State Zip
Speaking: For | V/]|Against Information Waive Speaking: In Support Against
(The Chair will read this information into the record.)
Representing Lf’ﬁ» DI & 4’6 L ij( 2 0/4’

. Yol . . . . /
Appearing at request of Chair: Yes |_YUNo Lobbyist registered with Legislature: Yes [ “INo

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at"'this
meeting. Those who do speak may be asked fo limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. . | S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD
(Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting)
3/t lm (o &Y
Meeting Date Bill Number (if applicable)
Topic /\j untS (A Af‘* 5 5&:&% A Amendment Barcode (if applicable)
Name Beu cp Nowss
Job Title ¢ &0
Address /900 %mE Ww‘f WM Phone <» {//~ 173~/70)
Street
PMG ‘/&bm gmma ﬁ L1288 = ool l} ores L vicars fen dint, 1 Song
City State Zip Y J/
Speaking: For Against Information Waive Speaking: In Support V] Against

(The Chair will read this information into the record.)

Representing

e <

No Lobbyist registered with Legislature: Yes [YINo

Appearing at request of Chair: Yes

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)




THE FLORIDA SENATE

/ [ l ( APPEARANCE RECORD

(Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) % / @ g//(/

Me ting Déte Bill Number (if applicable)

Topic /\/ \J Qt [/\(‘ F(% e GWL« ‘ ( Amendment Barcode (if applicable)

Name %ﬁ (;?l/f} \/&’}f %

[ B

Job Title yald (“’%f 5}3 /L’l@(w i ‘ |
Address /! 0 200 4%74) j%wf ot Phone %?2\7‘ Sbs 1097

Street ,
fﬂ‘/’ﬂ[ﬁkdﬁl );( Email %m“ (it Vea {qﬁg

State Zip I > /%

Speaking: For Against Information Waive Speaking: In Support Agalnst
infq the Fecord. )

(The Chair will read this /nformatlon
Representing %@/f ) 7%7 (¢ (")\/i// Sl{ { /}M “ﬂ(yl’(é)(}MQ H // #ﬂ UC@ <

Appearing at request of Chair: Yes No Lobbylst reglstered with Leglslature. __IYes No

<~
While it is a Senate tradition to encourage pulzg/es}xqony, time may not permit all persons wishing to speak to be hear,/ét this
meeting. Those who do speak may be asked t6 limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)




THE FLORIDA SENATE

APPEARANCE RECORD

i q (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) /l O g’ § >

2| [

MeetinglDate | " Bill Number (if applicable)
Topic ma d@( m ' lé m“l/S n% mw 84’7:2 _QQ fﬁ Amendment Barcode (if applicable)
Name | 6\K)OF<CL 1F(\OU«/\\L\\V\ f
Job Title € ¢ Dirpeor ok @\U\/L\‘H A%UVS 1, |
address 3000 Fritzle @ | phone_ D1 379753 5

SWE?DOW L 5752337 email CHvan Flin @ thea org

City ‘State
Speaking: f For [ _]Against [ ]Information Waive Speaking: [ ]In Support [ ]Against
(The Chair will read this information into the record.)
Representing {/ CL HCC(/(% Q[MF(
Appearing at request of Chair: Yes ™Y > :\No Lobbyist registered with Legislature: >( Yes No

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)



THE FLORIDA SENATE

APPEARANCE RECORD

=] S (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) e
Sl B ovs
" Meeting Date Bill Number (if applicable)

ém-wm .
y

. f;Sé; Qo ow =
Topic _ Nuisine [ a?‘fw _ }é%

Name _ A V= o nmer

Amendment Barcode (if applicable)

Job Title ;‘iij’g ;W«f  F
Address /X2 Fio . KA

Street | Cod ot

T i b, e - L a0 0Tl FV S
| O / f‘!«f Jle- 25N €2 }‘““ oy — 0 Email O E;f% Nmes (2 feed i cGrt é/{"

City State Zip o = o
Speaking: For [ T&gainst Information Waive Speaking: In Support Against
(The Chair will read this information into the record.)

. z’g B e ﬁé . ;M;f .
Representing L Crdls g ;f:;; ff (¢ i7 A
ey ’
Appearing at request of Chair: Yes | =|No Lobbyist registered with Legislature: |; }Yes No

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)




THE FLORIDA SENATE

APPEARANCE RECORD

. (Deliver BOTH copies of this form to the Senator or Senate Professional Staff conducting the meeting) ) Ny
pe !l o, ) 3 e
3 /0 [/ | /0SS
iMeeting Date Bill Number (if applicable)
Topic A e =S 1 ’)Z—*// o J 7&] Z[\ /' i’// Amendment Barcode (if applicable)
A)
Name TAC AT LAY
Job Title
Address oo Lo, (o LLE CE §T 7150 Y Phone ST~ ) iV 7
Street /
pa——— N Lo . . ) B ' ~ 4
(L & 2030 1 Email_julerey @ wqr, ap
City P State Zip ~ ‘ '
Speaking: For | v 'ﬁé’ainst Information Waive Speaking: In Support Against

(The Chair will read this information into the record.)

Representing A rt s

Appearing at request of Chair: Yes | “{No Lobbyist registered with Legislature: “IYes No

While it is a Senate tradition to encourage public testimony, time may not permit all persons wishing to speak to be heard at this
meeting. Those who do speak may be asked to limit their remarks so that as many persons as possible can be heard.

This form is part of the public record for this meeting. S-001 (10/14/14)




The Florida Senate

BILL ANALYSIS AND FISCAL IMPACT STATEMENT

(This document is based on the provisions contained in the legislation as of the latest date listed below.)

Prepared By: The Professional Staff of the Committee on Health Policy

BILL:

CS/SB 732

INTRODUCER:  Health Policy Committee and Senator Flores

SUBJECT: Office Surgery
DATE: March 13, 2019 REVISED:
ANALYST STAFF DIRECTOR REFERENCE ACTION
1. Rossitto-Van
Winkle Brown HP Fav/CS
2. AHS
3. AP
Please see Section IX. for Additional Information:
COMMITTEE SUBSTITUTE - Substantial Changes
Summary:

CS/SB 732 revises regulations pertaining to health care clinics and creates new regulations for
the provision of health care services in health care settings where office surgeries are performed.

The bill amends the Health Care Clinic Act to:

Specify that the definition of “clinic” means an entity that provides health care services to
individuals and that “receives compensation” for those services, as opposed to such an entity
that “tenders charges for reimbursement” for such services;

Require that an applicant for a clinic license must provide proof that it maintains the financial
responsibility to pay claims and related costs that could result from the provision of medical
care and services, or the failure to provide such care and services, for physicians and
osteopathic physicians who perform liposuction procedures under certain conditions in an
office setting;

Require a clinic director or medical director to ensure that the clinic complies with the
standards of practice adopted by the Board of Medicine (BOM) and the Board of Osteopathic
Medicine (BOOM) for office surgery; and

Require the Agency for Health Care Administration to impose an administrative fine on a
clinic not registered with the Department of Health (DOH) that performs certain office
surgeries.

The bill requires the DOH to deny or revoke the registration of or impose certain penalties
against any facility where certain office surgeries are performed under certain circumstances. If a
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facility’s registration is revoked, the DOH is authorized to deny any person named in the
facility's registration documents from registering a facility to perform surgical procedures for
five years after the revocation date. The DOH is also authorized to issue an emergency order
suspending or restricting the registration of a facility under certain conditions upon a finding of
probable cause that the facility or its surgeons are not in compliance with the standards of
practice for office surgery.

The bill provides definitions for numerous terms relating to office surgery. The bill requires
medical doctors and doctors of osteopathic medicine who perform certain types of office surgery,
and the office in which the surgery is performed, to maintain specified levels of financial
responsibility. The bill authorizes the DOH to adopt rules to administer the registration,
inspection, and safety of offices that perform certain office surgery and requires the BOD and the
BOOM to impose a specified fine on medical doctors and doctors of osteopathic medicine who
perform certain office surgeries in an unregistered office. The bill provides that a medical doctor
or doctor of osteopathic medicine performing certain office surgeries in an unregistered office
constitutes grounds for denial of a license or disciplinary action.

The bill provides that a certified registered nurse anesthetist may provide services in an office
registered to perform office surgery within the framework of an established protocol with a
licensed anesthesiologist.

The effective date of the bill is July 1, 20109.
. Present Situation:
Health Care Clinic Act

The Agency for Health Care Administration (AHCA\) is created in s. 20.42, F.S. The AHCA is
the chief health policy and planning entity for the state and is responsible for, among other
things, health care clinic licensure, inspection, and regulatory enforcement.! Part X of ch. 400,
F.S., is known as the Health Care Clinic Act (the Act). The purpose of the Act is to provide for
the licensure, establishment, and enforcement of basic standards for health care clinics and to
provide administrative oversight to the AHCA.?

“Clinic” means an entity where health care services are provided to individuals and which
tenders charges for reimbursement for such services, including a mobile clinic and portable
equipment provider.® Health care clinics in the state must be licensed by the AHCA;* however,
there are numerous exclusions from the definition of “clinic” in s. 400.9905, F.S.,° and from the
requirement to obtain a license as a clinic. The definition of “clinic” includes only entities that
“tender charges for reimbursement.” The AHCA interprets this phrase to include only entities
that bill third parties, such as Medicare, Medicaid, and insurance companies. Entities that

1 See Agency for Health Care Administration, Division of Health Quality Assurance, available at
http://ahca.myflorida.com/MCHQ/index.shtml (last visited Mar. 12, 2019).

2 Section 400.990, F.S.

3 Section 400.9905(4)

4 Section 400.991, F.S.

5 Section 400.9905(4)(a)-(n), F.S.
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provide health care services and accept “cash only” for services are excluded from the definition
of “clinic” and are not subject to licensure by the AHCA.

Clinic License Application

In order to obtain a clinic license, an applicant must file an application with the AHCA and pay a
fee not to exceed $2,000. The Act defines “applicant” to mean an individual owner, corporation,
partnership, firm, business, association, or other entity that owns or controls, directly or
indirectly, 5 percent or more of an interest in the clinic and that applies for a clinic license.®

The application requires a variety of information, including, but not limited to, the name,
residence and business address, phone number, social security number, and license number of the
medical or clinic director. The applicant must also provide proof of compliance with the Act,
including a listing of services to be provided, the number and discipline of each professional staff
member to be employed and proof of financial ability to operate.® The AHCA requires a Level 2
background screening for applicants and personnel as required in s. 408.809(1)(e), F.S., pursuant
to ch. 435 and s. 408.809, F.S.1°

Clinic Director Responsibilities

The Act requires that each clinic must appoint a medical director or clinic director who must

agree in writing to accept legal responsibility for the following activities on behalf of the clinic:!

e Have signs identifying the medical director or clinic director posted in a conspicuous location
within the clinic readily visible to all patients;

e Ensure that all practitioners providing health care services or supplies to patients maintain a
current active and unencumbered Florida license;

e Review any patient referral contracts or agreements executed by the clinic;

e Ensure that all health care practitioners at the clinic have active, appropriate certification or
licensure for the level of care being provided;

e Serve as the clinic records owner;

e Ensure compliance with the recordkeeping, office surgery, and adverse incident reporting
requirements;

e Conduct systematic reviews of clinic billings to ensure the billings are neither fraudulent nor
unlawful;

e Refrain from referring a patient to the clinic if the referral would constitute a conflict of
interest; and

e Ensure that the clinic publishes a schedule of charges for the medical services offered to
patients.

6 See Agency for Health Care Administration, Senate Bill 486 Analysis (2015) (on file with the Senate Committee on Health
Policy).

7 Supra note 3 and s. 400.9925(3), F.S.

8 Section 400.9905(2), F.S.

% Supra note 3.

10 Section 400.991(5)(b), F.S.

11 Section 400.9935, F.S.
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Unlicensed Clinics and Administrative Penalties

The Act provides that operating a clinic without a license is a third degree felony punishable as
provided in ss. 775.082, 775.083, or 775.084, F.S., with each day of continued operation being a
separate offense.*? Any person found guilty of unlicensed activity a second or subsequent time
commits a felony of the second degree, with each day of continued operation being a separate
offense.™® Additionally, any health care provider who is aware of the operation of an unlicensed
clinic must report that facility to the AHCA. Failure to report a clinic that the provider knows or
has reasonable cause to suspect is unlicensed must be reported to the provider’s licensing
board. 4

The AHCA also has the authority to deny the application for a license renewal, revoke and
suspend the license, and impose administrative fines of up to $5,000 per violation for violations
of the requirements of the Act or rules of the AHCA.

Each day of continuing violation after the date fixed for termination of the violation constitutes
an additional, separate, and distinct violation. Any action taken to correct a violation shall be
documented in writing by the owner, medical director, or clinic director of the clinic and verified
through follow up visits by AHCA personnel.*®

Any licensed clinic whose owner, medical director, or clinic director concurrently operates an
unlicensed clinic shall be subject to an administrative fine of $5,000 per day. Any clinic whose
owner fails to apply for a change-of-ownership license and operates the clinic under the new
ownership is subject to a fine of $5,000. During an inspection, the AHCA must make a
reasonable attempt to discuss each violation with the owner, medical director, or clinic director,
prior to written notification.®

Regulation of Office Surgery

The practice of medicine in Florida is regulated under ch. 458, F.S., and the practice of
osteopathic medicine is regulated under ch. 459, F.S. Both professions have broad authority to
adopt rules to implement the provisions of their respective practice acts.!’ The Board of
Medicine (BOM) and the Board of Osteopathic Medicine (BOOM) were created within the
Department of Health (DOH) to ensure that every physician practicing in the state meets
minimum requirements for safe practice.'

In Florida, surgeries performed in a doctor’s office, outside a facility licensed under ch. 390 or
ch. 395, F.S,, are regulated by ss. 458.309(3) and 459.005(2), F.S. Both sections are identical
except for the references to the BOM or the BOOM. Both require that a physician who performs
liposuction procedures in which more than 1,000 cubic centimeters of supernatant fat is
removed, Level 2 procedures lasting more than five minutes, and all Level 3 surgical procedures

12 Section 400.993(1), F.S.
13 Section 400.993(2), F.S.
14 Section 400.993(3), F.S.

151d.
% 1d.

17 Sections 458.309(1) and 459.005(1), F.S.
18 Sections 458.307(1), 458.301, 459.004 and 459.001, F.S.
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in an office setting, to register the doctor’s office with the DOH, unless that office is licensed as
a facility under ch. 395, F.S. Level 2 procedures and Level 3 procedures are not defined in
statutes, but the respective boards have defined three levels of office surgery by administrative
rule,’® which are subject to change by the boards through the administrative rule propagation
process.

The DOH is required to inspect a registered doctor’s office annually unless the office is
accredited by a nationally-recognized accrediting agency or an accrediting organization approved
by the BOM or the BOOM. The actual costs of registration, inspection and/or accreditation are to
be paid by the person seeking to register and operate the office in which office surgeries are
performed.

All other aspects of office surgeries are regulated by administrative rules promulgated by the
BOM and the BOOM.

Specifically, the BOM and the BOOM may establish by rule standards of practice and standards
of care for particular practice settings, including but not limited to:
Education and training;

Equipment and supplies;

Medications, including anesthetics;

Assistance of and delegation to other personnel;

Transfer agreements;

Sterilization;

Records;

Performance of complex or multiple procedures;

Informed consent; and

Policy and procedure manuals.?

The BOM rule relating to the standard of care for office surgery was initially adopted in
February 1994; the BOOM in November 2001, and both have been amended numerous times.?

The current BOM and BOOM rules are very similar, with only three substantive differences. The

BOOM’s rule requires the following, and the BOM’s rule does not require, that:

e If asurgeon is unavailable to provide post-operative care, the surgeon must notify the patient,
prior to the procedure, of his or her unavailability after the procedure;??

e When Level Il, l1A, or 11l procedures are performed, the surgeon is responsible for providing
the patient, in writing, prior to the procedure, the name and location of the hospital where the
surgeon has privileges to perform the same procedure as that being performed in the
outpatient setting, or the name and location of the hospital where the surgeon or facility has a
transfer agreement;23 and

1% Rules 64B8-9.009 and 64B15-14.007, F.A.C.

20 Sections 458.331(1)(v) and 459.015(1)(z), F.S.

21 See the Florida Administrative Code, History Note for Rule 64B8-9.009, available at:
https://www.flrules.org/gateway/ruleNo.asp?id=64B8-9.009 (last visited Feb. 14, 2019).
22 Rule 64B15-14.007(2)(h), F.A.C.

2 Rule 64B15-14.007(2)(0), F.A.C.
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e The surgeon performing Level I procedures in an office setting must hold a current
certification in an Advanced Cardiac Life Support (ACLS) course with didactic and skills
components, approved by Pacific Medical Training (PMT), the American Heart Association
(AHA), or the American Safety and Health Institute (ASHI).?*

The BOM and BOOM rules regarding levels of office surgeries (I, 1. 1A and I11) differentiate
each level primarily by the level of sedation and anesthesia required for the procedure and
patient risk.

As the BOM and the BOOM general requirements for all office surgery,? as well as specific
standards for the levels of office surgery, are virtually identical, other than the three substantive
differences noted above, further reference to the rules in this analysis will pertain to BOM

Rule 64B8-9.009, F.A.C.

General Office Surgery Practice Standards

Rule 64B-9.009(2), F.A.C., requires the surgeon?® to examine the patient immediately before the
surgery to evaluate the patient’s risk of anesthesia and the surgical procedure to be performed.
The surgeon may delegate the preoperative heart and lung evaluation to a qualified anesthesia
provider within the scope of the provider’s practice and, if applicable, protocol. The surgeon
must maintain complete records?’ of each surgical procedure, including:
e Anesthesia records;
e A written informed consent from the patient reflecting the patient’s knowledge of:

o ldentified risks;
Consent to the procedure;?®
Type of anesthesia;
Anesthesia provider; and
The availability of a choice of anesthesia provider, including an anesthesiologist,
anesthesiologist assistant, another appropriately trained physician, certified registered
nurse anesthetist, or physician assistant.?°

o O O O

The rule further requires the surgeon to maintain a log of all Level 1l and Level 11l surgical
procedures performed, which must include:

e A confidential patient identifier;

e The time the patient arrives in the operating suite;

e The name of the physician who provided medical clearance;

e The surgeon’s name;

24 Rule 64B15-14.003(3)(b)1., F.A.C. The BOM recommends the surgeon have Basic Life Support Certification, but it is not
required. See 64B8-9.009(3)(b)1., F.A.C.

% “Office surgery” is defined by the BOM and the BOOM, as surgery which is performed outside of any facility licensed
under ch. 390, F.S., (an abortion clinic) or ch. 395, F.S., (a hospital or ambulatory surgical center). See Rules 64B8-
9.009(1)(d) and 64B15-14.007(d), F.A.C.

2 Rules 64B8-9.009(d) and 64B15-14.007(d), F.A.C., define a “surgeon” as a licensed physician performing any procedure
included within the definition of surgery.

27 See Rules 64B8-9.003 and 64B-15.007, F.A.C.

28 A written informed consent is not necessary for minor Level | procedures limited to the skin and mucosa. See Rule 64B8-
9.009(2)(b), F.A.C.

2 Rule 64B8-9.009(2), F.A.C.
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The diagnosis;

The CPT Codes for the procedures performed,;
The patient’s ASA classification;

The type of procedure performed;

The level of surgery;

The anesthesia provider;

The type of anesthesia used;

The duration of the procedure;

The type of post-operative care;

The duration of recovery;

The disposition of the patient upon discharge;
A list of medications used during surgery and recovery; and
Any adverse incidents.

The log and all surgical records must be provided to the DOH investigators upon request.

The BOM has set out the general requirements for all office surgery in Rule 64B8-9.009(2),
F.A.C.,%® which are as follows:

The surgeon must examine the patient immediately before the surgery to evaluate the risk of
anesthesia and of the surgical procedure to be performed.3!

The surgeon must maintain complete records of each surgical procedure, as set forth in

Rule 64B8-9.003, F.A.C., including anesthesia records, when applicable and the records shall
contain written informed consent from the patient reflecting the patient’s knowledge of
identified risks, consent to the procedure, type of anesthesia and anesthesia provider, and that
a choice of anesthesia provider exists, i.e., anesthesiologist, anesthesiologist assistant,
another appropriately trained physician as provided in this rule, certified registered nurse
anesthetist, or physician assistant.

The requirement set forth above for written informed consent is not necessary for minor
Level I procedures that are limited to the skin and mucosa.

The surgeon must maintain a log of all liposuction procedures where more than 1,000 cubic
centimeters of supernatant fat is removed, and Level 1l and Level 111 surgical procedures
performed The log and all surgical records shall be provided to investigators of the DOH
upon request and must be maintained for six years from the last patient contact.

For elective cosmetic and plastic surgery procedures performed in a physician’s office, the
maximum planned duration of all surgical procedures combined must not exceed eight hours.
Except for elective cosmetic and plastic surgery, the surgeon must not keep patients past
midnight in a physician’s office.

For elective cosmetic and plastic surgical procedures, the patient must be discharged within
24 hours of presenting to the office for surgery. An overnight stay is permitted in the office
provided the total time the patient is at the office does not exceed 23 hours and 59 minutes,
including the surgery time. An overnight stay in a physician’s office for elective cosmetic
and plastic surgery shall be strictly limited to the physician’s office. If the patient has not

%0 See Rule 64B-15.007(2), F.A.C.
31 The surgeon may delegate the preoperative heart lung evaluation to a qualified anesthesia provider within the scope of the
provider’s practice and, if applicable, protocol. Rule 64B8-9.009(2) and 64B15-14.007(7), F.A.C.
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recovered sufficiently to be safely discharged within the timeframes set forth, the patient
must be transferred to a hospital for continued post-operative care.

Rule 64B8-9.009, F.A.C.,* defines the three levels of office surgery as follows:

Level | Office Surgery®® includes:

Minor procedures such as excision of skin lesions, moles, warts, cysts, lipomas and repair of
lacerations, or surgery limited to the skin and subcutaneous tissue performed under topical or
local anesthesia not involving drug-induced alteration of consciousness other than minimal
pre-operative tranquilization of the patient;

Liposuction involving the removal of less than 4000cc supernatant fat;

Incision and drainage of superficial abscesses, limited endoscopies such as proctoscopies,
skin biopsies, arthrocentesis, thoracentesis, paracentesis, dilation of urethra, cystoscopic
procedures, and closed reduction of simple fractures or small joint dislocations (i.e., finger
and toe joints);

The patient’s level of sedation is that of minimal sedation and anxiolysis®* and the chances of
complications requiring hospitalization are remote. Minimal sedation and anxiolysis is a
defined as a drug-induced state during which patients respond normally to verbal commands.
Although cognitive function and physical coordination may be impaired, airway reflexes, and
ventilation and cardiovascular functions are unaffected. Controlled substances, as defined in
ss. 893.02 and 893.03, F.S., are limited to oral administration in doses appropriate for the
unsupervised treatment of insomnia, anxiety or pain; and

Chances of complication requiring hospitalization are remote.

Level 11 Office Surgery® includes, but is not limited to:

Hemorrhoidectomy, hernia repair, large joint dislocations, colonoscopy, and liposuction
involving the removal of up to 4,000cc supernatant fat;

Any surgery in which the patient’s level of sedation is that of moderate sedation and
analgesia or conscious sedation. Moderate sedation and analgesia or conscious sedation is
defined as a drug-induced depression of consciousness during which patients respond
purposefully to verbal commands, either alone or accompanied by light tactile stimulation.
No interventions are required to maintain a patent airway, and spontaneous ventilation is
adequate. Cardiovascular function is maintained. Reflex withdrawal from a painful stimulus is
not considered a purposeful response;

The physician, or the facility where the procedure is being performed, must have a transfer
agreement with a licensed hospital within reasonable proximity if the physician performing
the procedure does not have staff privileges to perform the same procedure as that being
performed in the out-patient setting at a licensed hospital within reasonable proximity; and
“Reasonable proximity” is defined as not to exceed 30 minutes transport time to the hospital.

Level 111 Office Surgery, includes:

32 See also Rule 64B-14.007, F.A.C., for the BOOM rule.

33 Rule 64B8-9.009(3), F.A.C.

34 «Anxiolysis” is defined as a state of mild sedation obtained with minor tranquilizers or antianxiety medication. See
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1993866/

3 Rule 64B8-9.009(4) and (5), F.A.C.
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Surgery in which the patient’s level of sedation is that of deep sedation and analgesia or

general anesthesia. Deep sedation and analgesia is defined as a drug-induced depression

of consciousness during which patients cannot be easily aroused but respond purposefully
following repeated or painful stimulation. The ability to independently maintain ventilatory
function may be impaired. Patients may require assistance in maintaining a patent airway,
and spontaneous ventilation may be inadequate. Cardiovascular function is usually
maintained. Reflex withdrawal from a painful stimulus is not considered a purposeful
response. General anesthesia is a drug-induced loss of consciousness during which patients
are not arousable, even by painful stimulation. The ability to independently maintain

ventilatory function is often impaired. Patients often require assistance in maintaining a

patent airway, and positive pressure ventilation may be required because of depressed

spontaneous ventilation or drug-induced depression of neuromuscular function.

Cardiovascular function may be impaired. The use of spinal or epidural anesthesia shall be

considered Level IlI;

Only patients classified under the American Society of Anesthesiologist’s (ASA) risk

classification criteria as Class | or Il are appropriate candidates for Level 111 office surgery,

and require:

o All Level 111 surgeries on patients classified as ASA 11l and higher are to be performed
only in a hospital or ambulatory surgery center; and

o For all ASA Il patients above the age of 50, the surgeon must obtain a complete workup
performed prior to the performance of Level 111 surgery in a physician office setting. If
the patient has a cardiac history or is deemed to be a complicated medical patient, the
patient must have a preoperative EKG and be referred to an appropriate consultant for
medical optimization. The referral to a consultant may be waived after evaluation by the
patient’s anesthesiologist.

In addition to the standards for Level 11 Office Surgery, the surgeon must:

o Have staff privileges at a licensed hospital to perform the same procedure in that hospital
as that being performed in the office setting or must be able to document satisfactory
completion of training such as Board certification or Board qualification by a Board
approved by the American Board of Medical Specialties or any other board approved by
the Board of Medicine or must be able to demonstrate to the accrediting organization or
to the Department comparable background, training and experience. Such Board
certification or comparable background, training and experience must also be directly
related to and include the procedure(s) being performed by the physician in the office
surgery facility. In addition, the surgeon must have knowledge of the principles of
general anesthesia;

o Have one assistant who is currently certified by an American Heart Association,
American Safety and Health Institute, American Red Cross, Pacific Medical Training
approved Basic Life Support course with didactic and skills components, or ACLS
Certification Institute Basic Life Support course with didactic and skills components, and
the surgeon must be currently certified by an American Heart Association, American
Safety and Health Institute, Pacific Medical Training approved Advanced Cardiac Life
Support course with didactic and skills components, or ACLS Certification Institute
Advanced Cardiac Life Support course with didactic and skills components;

Have emergency policies and procedures related to serious anesthesia complications must be

formulated, periodically reviewed, practiced, updated, and posted in a conspicuous location.

Topics to be covered shall include the following:
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Airway Blockage (foreign body obstruction),
Allergic Reactions,

Bradycardia,

Bronchospasm,

Cardiac Arrest,

Chest Pain,

Hypoglycemia,

Hypotension,

Hypoventilation,

Laryngospasm,

Local Anesthetic Toxicity Reaction; and,
Malignant Hyperthermia.

0O O OO0 O OO O OO OO 0O Oo

Liposuction Procedures in an Office Setting

Liposuction is the surgical removal of subcutaneous fat by means of an aspiration cannula
introduced through small skin incisions, assisted by suction. Synonyms used in literature include
liposuction surgery, suction-assisted lipectomy, suction lipoplasty, fat suction, blunt suction
lipectomy, and liposculpture.3®

History of Liposuction

Liposuction was initially developed in the late seventies in Italy and France. At that time,
liposuction was performed under general anesthesia without any introduction of fluid, hence,
called “dry liposuction.” Later, a small amount of fluid was introduced into the fat (the “wet
technique”). These methods were associated with much blood loss, and patients frequently
required blood transfusions.

In 1985, Dr. Jeffrey A. Klein, a dermatologist in California, revolutionized liposuction surgery
when he developed the tumescent technique, which permits liposuction totally by local
anesthesia and with minimal surgical blood loss. Further modifications such as power liposuction
and ultrasonic liposuction have been introduced with variable results. Despite these advances, the
tumescent technique remains the worldwide standard of care for liposuction.®’

Liposuction is one of the most commonly performed cosmetic procedures and is performed by
general surgeons, plastic surgeon, and dermatologists. Dermatologists now perform about one
third of these procedures in the United States and have pioneered many of the advances in
liposuction, especially in the fields of ambulatory surgery and local anesthesia.®

The BOM, in rule 64B8-9.009(2)(b) through (e), F.A.C.,* sets the general requirements for all

liposuction procedures in an office setting as follows:

e The surgeon must maintain a log of all liposuction procedures where more than 1,000 cubic
centimeters of supernatant fat is removed, and Level Il and Level 111 surgical procedures

3 Venkataram, Jayashree, Journal of Cutaneous and Aesthetic Surgery, Tumescent Liposuction: A Review_July — December,
2008, available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2840906/ (last visited Feb. 27, 2019).

37 1d.

38 Supra note 17.

%9 See also Rule 64B15-14.007(2), F.A.C.
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performed, which must include a confidential patient identifier, time of arrival in the
operating suite, documentation of completion of the medical clearance as performed by the
anesthesiologist or the operating physician, the surgeon’s name, diagnosis, CPT Codes,
patient ASA classification, the type of procedure, the level of surgery, the anesthesia
provider, the type of anesthesia used, the duration of the procedure, and any adverse
incidents, as identified in s. 458.351, F.S.

e Inany liposuction procedure, the surgeon is responsible for determining the appropriate
amount of supernatant fat to be removed from a particular patient. A maximum of 4000cc
supernatant fat may be removed by liposuction in the office setting. A maximum of 50mg/kg
of Lidocaine can be injected for tumescent liposuction in the office setting.

e Liposuction may be performed in combination with another separate surgical procedure
during a single Level Il or Level 111 operation, only in the following circumstances:

o When combined with abdominoplasty, liposuction may not exceed 1000cc of supernatant
fat;

o When liposuction is associated and directly related to another procedure, the liposuction
may not exceed 1000 cc of supernatant fat; and

o Major liposuction in excess of 1000cc supernatant fat may not be performed in a remote
location from any other procedure.

Effect of Proposed Changes:

CS/SB 732 defines a “clinic” in ch. 400 F.S., to include an entity that provides health care
services and “that receives compensation,” expanding the definition to include more entities than
those that bill third parties, such as Medicare, Medicaid, and insurance companies. The bill
creates additional responsibilities for clinics to ensure that clinics comply with the standards of
practice defined by the BOM and the BOOM for office surgery.

The bill directs the AHCA to impose an administrative fine of $5,000 per day on any licensed
clinic whose owner, medical director, or clinic director, operates an unlicensed clinic that
performs liposuction procedures in which more than 1,000 cc of supernatant fat is removed, or
Level Il or Level 111 office surgery procedures, and is not registered with the Department of
Health (DOH) as an office surgery facility. The bill directs that a clinic must maintain financial
responsibility requirements to pay claims and costs arising out of the rendering, or failure to
render, medical care and services in the manner prescribed for liposuction procedures in which
more than 1,000 cc of supernatant fat is removed, Level 1l and Level 11l office surgery
procedures performed in the clinic.

The CS/SB 732 also regulates office surgery procedures performed by physicians in an office

setting. The bill amends ss. 458.305 and 459. 003, F.S., to define the following terms:

e “Surgeon” means a licensed physician performing any procedure included within the
definition of surgery;

e “Surgery” means any manual or operative procedure, including the use of lasers, performed
upon the body of a living human being for the purposes of preserving health, diagnosing or
curing disease, repairing injury, correcting deformity or defects, prolonging life, relieving
suffering or any elective procedure for aesthetic, reconstructive or cosmetic purposes, to
include, but not be limited to: incision or curettage of tissue or an organ; suture or other
repair of tissue or organ, including a closed as well as an open reduction of a fracture;
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extraction of tissue including premature extraction of the products of conception from the

uterus; insertion of natural or artificial implants; or an endoscopic procedure with use of local

or general anesthetic;

“Office surgery” means surgery which is performed outside of any facility licensed under

chapter 390 or 395, F.S., and includes:

o “Level I Office Surgery” means surgery limited to minor procedures where anesthesia is
limited to minimal sedation;

o “Level II Office Surgery means any surgery in which the patient’s level of sedation is
that of moderate sedation and analgesia or conscious sedation; and

o Level IlI Office Surgery means surgery in which the patient’s level of sedation is that of
deep sedation and analgesia or general anesthesia. The use of spinal or epidural
anesthesia shall be considered Level I11.

The bill amends ss. 458.003 and 459.003, F.S., to define six levels of anesthesia that are used to
describe the three levels of office surgery as the following:

“Minimal sedation” means a drug-induced state during which patients respond normally to
verbal commands. Although cognitive function and physical coordination may be impaired,
airway reflexes, and respiratory and cardiovascular functions are unaffected,;

“Moderate sedation and analgesia”, or “conscious sedation”, means a drug-induced
depression of consciousness during which patients respond purposefully to verbal
commands, either alone or accompanied by light tactile stimulation. No interventions are
required to maintain a patent airway, and spontaneous ventilation is adequate. Cardiovascular
function is maintained. Reflex withdrawal from a painful stimulus is not considered a
purposeful response;

“Deep sedation and analgesia” means a drug-induced depression of consciousness during
which patients cannot be easily aroused but respond purposefully following repeated or
painful stimulation. The ability to independently maintain respiratory function may be
impaired. Patients may require assistance in maintaining a patent airway, and spontaneous
ventilation may be inadequate. Cardiovascular function is usually maintained. Reflex
withdrawal from a painful stimulus is not considered a purposeful response.

“General anesthesia” means a drug-induced loss of consciousness during which patients are
not arousable, even by painful stimulation. The ability to independently maintain respiratory
function is often impaired. Patients often require assistance in maintaining a patent airway,
and positive pressure ventilation may be required because of depressed spontaneous
ventilation or drug-induced depression of neuromuscular function. Cardiovascular function
may be impaired.

“Epidural anesthesia” means the injection of an anesthetic agent into the epidural space of the
spinal cord to produce regional anesthesia resulting in loss of sensation in the lower
abdominal, genital and/or pelvic areas.

“Spinal Anesthesia” means the injection of an anesthetic agent beneath the arachnoid
membrane that surrounds the spinal cord to produce a loss of sensation to the lower half of
the body.

The bill amends ss. 458.309 and 459.005, F.S., to authorize the DOH to develop rules to
administer the registration, inspection, and safety of an office performing office surgery; and
directs the BOM and the BOOM to adopt rules governing the standards of practice of physicians
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practicing in an office registered to perform office surgery. The BOM and BOOM must impose a
fine of $5,000 per day on a physician who performs certain office surgical procedures in an
office that has not registered with the DOH. As a condition of registration, a physician who
performs liposuction procedures in which more than 1,000 cubic centimeters of supernatant fat is
removed, and Level Il and level 111 office surgeries in an office setting, and the office itself is a
separate legal entity from the physician, must maintain the same levels of financial responsibility
required in ss. 458.320 and 459.0085, F.S.

The bill amends ss. 458.331 and 459. 015(1), F.S., to establish specific grounds for discipline
against a physician’s license for performing office surgical procedures in an office not registered
with the DOH.

The bill amends s. 464.012, F.S., to direct that any certified registered nurse anesthetist who
provide services in an office registered under ss. 458.309(3) or 459.005(2), F.S., must do so
within the framework of an established protocol with an anesthesiologist.

The bill amends s 456.004, F.S., to direct the DOH to deny or revoke the registration of, or
impose penalties against, an office or facility where a physician performs liposuction procedures
in which more than 1,000 cc of supernatant fat is removed, or Level Il or Level 111 office
surgeries, for failure of its physicians, owners, or operators to comply with the BOM or the
BOOM rules; and authorized the DOH to deny future office surgery registrations for five years
to any person named in office surgery registration documents, including owners and operators, of
an office surgery facility that has had a registration revoked by the DOH.

The bill amends s. 456.074, F.S., to authorize the DOH to issue an emergency suspension, or

restriction, of an office surgery registration that performs liposuction procedures in which more

than 1,000 cc of supernatant fat is removed, or Level Il or Level 111 office surgeries, upon a

finding of:

e Probable cause that the office, facility. or surgeons are not in compliance with the standards
of practice for office surgery adopted by the BOM and the BOOM; and

e That such noncompliance constitutes an immediate danger to the public;

The bill amends s. 400.9905, (4), F.S., to include in the definition of “clinic” a “mobile clinic and
a portable equipment provider and excludes specific other entities from the definition;” and
amends s. 400.9935, F.S., to direct that if the clinic is registered with the DOH to perform office
surgery, the clinic must ensure that it complies with the standards of practice for office surgery
promulgated by the BOM and the BOOM.

The bill amends s. 400.995, F.S., to direct AHCA to impose an administrative fine of $5,000 per
day on any licensed clinic whose owner, medical director, or clinic director, operates an
unlicensed clinic that performs liposuction procedures in which more than 1,000 cc of
supernatant fat is removed, or Level Il or Level 11l office surgery procedures, and is not
registered with the DOH.

The bill amends s. 400.991, F.S., to direct that a clinic maintain financial responsibility
requirements to pay claims and costs arising out of the rendering, or failure to render, medical
care and services in the manner prescribed for liposuction procedures in which more than
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1,000 cc of supernatant fat is removed, Level 1l and Level 111 office surgery procedures
performed in the clinic,

The effective date of the bill is July 1, 2019.
V. Constitutional Issues:

A. Municipality/County Mandates Restrictions:
None.

B. Public Records/Open Meetings Issues:
None.

C. Trust Funds Restrictions:
None.

D. State Tax or Fee Increases:
None.

E. Other Constitutional Issues:
None.

V. Fiscal Impact Statement:

A. Tax/Fee Issues:
None.
B. Private Sector Impact:

As a condition of registration under ss. 458.308 and 459.003, F.S., a physician who
performs office surgical procedures in an office setting, and the office itself if it is a
separate legal entity from the physician, must now maintain the same levels of financial
responsibility required in ss. 458.320 and 459.0085, F.S. This may produce an additional
cost to the physician and office if it is a separate legal entity.

C. Government Sector Impact:

The DOH, BOM and BOOM are required to promulgate rules, which may create a fiscal
impact that should be absorbed within existing resources.

VI. Technical Deficiencies:

None.
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VII. Related Issues:
None.
VIII. Statutes Affected:

The bill substantially amends the following sections of the Florida Statutes: 400.9905, 400.991,
400.9935, 400.995, 456.004, 456.074, 458.305, 458.309, 458.331, 459.003, 459.005, 459.015,
464.012, and 766.101.

IX. Additional Information:

A. Committee Substitute — Statement of Substantial Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

CS by Health Policy on March 11, 2019:

The committee substitute:

e Defines a “clinic” in ch. 400 F.S., to include an entity that provides health care
services “that receives compensation,” expanding the definition to include more than
just those that bill third parties, such as Medicare, Medicaid, and insurance
companies;

o Creates additional responsibilities for clinics to ensure that clinics complies with the
standards of practice defined by the Board of Medicine (BOM) and the Board of
Osteopathic Medicine (BOOM) for office surgery;

e Directs the Agency for Health Care Administration (AHCA) to impose an
administrative fine of $5,000 per day on any licensed clinic whose owner, medical
director, or clinic director, operates an unlicensed clinic that performs liposuction
procedures in which more than 1,000 cc of supernatant fat is removed, or Level Il or
Level 111 office surgery procedures, and is not registered with the Department of
Health (DOH) as an office surgery facility;

e Directs that the clinic maintain financial responsibility requirements to pay claims
and costs arising out of the rendering, or failure to render, medical care and services
in the manner prescribed for liposuction procedures in which more than 1,000 cc of
supernatant fat is removed, Level 1l and Level 111 office surgery procedures
performed in the clinic;

e Regulates office surgery procedures performed by physicians; and defines surgeon,
surgery, and office surgery, and six levels of anesthesia used to describe the three
levels of office surgery as: Minimal sedation; Moderate sedation with analgesia or
conscious sedation; Deep sedation with analgesia; General anesthesia; Epidural
anesthesia; and Spinal anesthesia.

e Directs the DOH to deny or revoke the registration of, or impose penalties against, an
office or facility where a physician performs liposuction procedures in which more
than 1,000 cc of supernatant fat is removed, or Level Il or Level 111 office surgeries,
for failure of its physicians, owners, or operators to comply with the BOM or the
BOOM rules;

e Authorized the DOH to deny future office surgery registrations for five years to any
person named in office surgery registration documents, including owners and
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operators, of an office surgery facility that has had a registration revoked by the
DOH;

e Authorizes the DOH to issue an emergency suspension, or restriction, of an office
surgery registration that performs liposuction procedures in which more than 1,000 cc
of supernatant fat is removed, or Level Il or Level 111 office surgeries, upon a specific
findings;

e Authorizes the DOH to develop rules to administer the registration, inspection, and
safety of an office performing office surgery;

e Directs the BOM and the BOOM to adopt rules governing the standards of practice of
physicians practicing in an office registered to perform office surgery;

e Directs the BOM and the BOOM to impose a fine of $5,000 per day on a physician
who performs office surgical procedures in an office that has not registered;

e Establishes specific grounds for discipline against a physician’s license for
performing office surgical procedures in an office not registered with the DOH; and

e Directs that any certified registered nurse anesthetist who provide services in a
registered office surgery facility work within the framework of an established
protocol with an anesthesiologist;

B. Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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LEGISLATIVE ACTION
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The Committee on Health Policy (Flores) recommended the

following:
Senate Amendment (with title amendment)

Delete everything after the enacting clause
and insert:

Section 1. Subsection (4) of section 400.9905, Florida
Statutes, 1is amended to read:

400.9905 Definitions.—

(4) “Clinic” means an entity that provides where health
care services are—proevided to individuals and that receives

compensation amd—whichtenders—charges—forreimbursement for
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those sweh services, including a mobile clinic and a portable

equipment provider. As used in this part, the term does not
include and the licensure requirements of this part do not apply
to:

(a) Entities licensed or registered by the state under
chapter 395; entities licensed or registered by the state and
providing only health care services within the scope of services
authorized under their respective licenses under ss. 383.30-
383.332, chapter 390, chapter 394, chapter 397, this chapter
except part X, chapter 429, chapter 463, chapter 465, chapter
466, chapter 478, chapter 484, or chapter 651; end-stage renal
disease providers authorized under 42 C.F.R. part 405, subpart
U; providers certified under 42 C.F.R. part 485, subpart B or
subpart H; or any entity that provides neonatal or pediatric
hospital-based health care services or other health care
services by licensed practitioners solely within a hospital
licensed under chapter 395.

(b) Entities that own, directly or indirectly, entities
licensed or registered by the state pursuant to chapter 395;
entities that own, directly or indirectly, entities licensed or
registered by the state and providing only health care services
within the scope of services authorized pursuant to their
respective licenses under ss. 383.30-383.332, chapter 390,
chapter 394, chapter 397, this chapter except part X, chapter
429, chapter 463, chapter 465, chapter 466, chapter 478, chapter
484, or chapter 651; end-stage renal disease providers
authorized under 42 C.F.R. part 405, subpart U; providers
certified under 42 C.F.R. part 485, subpart B or subpart H; or

any entity that provides neonatal or pediatric hospital-based
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health care services by licensed practitioners solely within a
hospital licensed under chapter 395.

(c) Entities that are owned, directly or indirectly, by an
entity licensed or registered by the state pursuant to chapter
395; entities that are owned, directly or indirectly, by an
entity licensed or registered by the state and providing only
health care services within the scope of services authorized
pursuant to their respective licenses under ss. 383.30-383.332,
chapter 390, chapter 394, chapter 397, this chapter except part
X, chapter 429, chapter 463, chapter 465, chapter 466, chapter
478, chapter 484, or chapter 651; end-stage renal disease
providers authorized under 42 C.F.R. part 405, subpart U;
providers certified under 42 C.F.R. part 485, subpart B or
subpart H; or any entity that provides neonatal or pediatric
hospital-based health care services by licensed practitioners
solely within a hospital under chapter 395.

(d) Entities that are under common ownership, directly or
indirectly, with an entity licensed or registered by the state
pursuant to chapter 395; entities that are under common
ownership, directly or indirectly, with an entity licensed or
registered by the state and providing only health care services
within the scope of services authorized pursuant to their
respective licenses under ss. 383.30-383.332, chapter 390,
chapter 394, chapter 397, this chapter except part X, chapter
429, chapter 463, chapter 465, chapter 466, chapter 478, chapter
484, or chapter 651; end-stage renal disease providers
authorized under 42 C.F.R. part 405, subpart U; providers
certified under 42 C.F.R. part 485, subpart B or subpart H; or

any entity that provides neonatal or pediatric hospital-based
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health care services by licensed practitioners solely within a
hospital licensed under chapter 395.

(e) An entity that is exempt from federal taxation under 26
U.S.C. s. 501(c) (3) or (4), an employee stock ownership plan
under 26 U.S.C. s. 409 that has a board of trustees at least
two-thirds of which are Florida-licensed health care
practitioners and provides only physical therapy services under
physician orders, any community college or university clinic,
and any entity owned or operated by the federal or state
government, including agencies, subdivisions, or municipalities
thereof.

(f) A sole proprietorship, group practice, partnership, or
corporation that provides health care services by physicians
covered by s. 627.419, that is directly supervised by one or
more of such physicians, and that is wholly owned by one or more
of those physicians or by a physician and the spouse, parent,
child, or sibling of that physician.

(g) A sole proprietorship, group practice, partnership, or
corporation that provides health care services by licensed
health care practitioners under chapter 457, chapter 458,
chapter 459, chapter 460, chapter 461, chapter 462, chapter 463,
chapter 466, chapter 467, chapter 480, chapter 484, chapter 48¢,
chapter 490, chapter 491, or part I, part III, part X, part
XIII, or part XIV of chapter 468, or s. 464.012, and that is
wholly owned by one or more licensed health care practitioners,
or the licensed health care practitioners set forth in this
paragraph and the spouse, parent, child, or sibling of a
licensed health care practitioner if one of the owners who is a

licensed health care practitioner is supervising the business
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activities and is legally responsible for the entity’s
compliance with all federal and state laws. However, a health
care practitioner may not supervise services beyond the scope of
the practitioner’s license, except that, for the purposes of
this part, a clinic owned by a licensee in s. 456.053(3) (b)
which provides only services authorized pursuant to s.
456.053(3) (b) may be supervised by a licensee specified in s.
456.053(3) (b) .

(h) Clinical facilities affiliated with an accredited
medical school at which training is provided for medical
students, residents, or fellows.

(i) Entities that provide only oncology or radiation
therapy services by physicians licensed under chapter 458 or
chapter 459 or entities that provide oncology or radiation
therapy services by physicians licensed under chapter 458 or
chapter 459 which are owned by a corporation whose shares are
publicly traded on a recognized stock exchange.

(jJ) Clinical facilities affiliated with a college of
chiropractic accredited by the Council on Chiropractic Education
at which training is provided for chiropractic students.

(k) Entities that provide licensed practitioners to staff
emergency departments or to deliver anesthesia services in
facilities licensed under chapter 395 and that derive at least
90 percent of their gross annual revenues from the provision of
such services. Entities claiming an exemption from licensure
under this paragraph must provide documentation demonstrating
compliance.

(1) Orthotic, prosthetic, pediatric cardiology, or

perinatology clinical facilities or anesthesia clinical
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facilities that are not otherwise exempt under paragraph (a) or
paragraph (k) and that are a publicly traded corporation or are
wholly owned, directly or indirectly, by a publicly traded
corporation. As used in this paragraph, a publicly traded
corporation is a corporation that issues securities traded on an
exchange registered with the United States Securities and
Exchange Commission as a national securities exchange.

(m) Entities that are owned by a corporation that has $250
million or more in total annual sales of health care services
provided by licensed health care practitioners where one or more
of the persons responsible for the operations of the entity is a
health care practitioner who is licensed in this state and who
is responsible for supervising the business activities of the
entity and is responsible for the entity’s compliance with state
law for purposes of this part.

(n) Entities that employ 50 or more licensed health care
practitioners licensed under chapter 458 or chapter 459 where
the billing for medical services is under a single tax
identification number. The application for exemption under this
subsection shall contain information that includes: the name,
residence, and business address and phone number of the entity
that owns the practice; a complete list of the names and contact
information of all the officers and directors of the
corporation; the name, residence address, business address, and
medical license number of each licensed Florida health care
practitioner employed by the entity; the corporate tax
identification number of the entity seeking an exemption; a
listing of health care services to be provided by the entity at

the health care clinics owned or operated by the entity and a
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certified statement prepared by an independent certified public
accountant which states that the entity and the health care
clinics owned or operated by the entity have not received
payment for health care services under personal injury
protection insurance coverage for the preceding year. If the
agency determines that an entity which is exempt under this
subsection has received payments for medical services under
personal injury protection insurance coverage, the agency may
deny or revoke the exemption from licensure under this

subsection.

Notwithstanding this subsection, an entity shall be deemed a
clinic and must be licensed under this part in order to receive
reimbursement under the Florida Motor Vehicle No-Fault Law, ss.
627.730-627.7405, unless exempted under s. 627.736(5) (h).

Section 2. Subsection (4) of section 400.991, Florida
Statutes, is amended to read:

400.991 License requirements; background screenings;
prohibitions.—

(4) In addition to the requirements of part II of chapter
408, the applicant must file with the application satisfactory
proof that the clinic is in compliance with this part and
applicable rules, including:

(a) A listing of services to be provided either directly by
the applicant or through contractual arrangements with existing
providers;

(b) The number and discipline of each professional staff
member to be employed; and

(c) Proof of financial ability to operate as required under
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s. 408.810(8). As an alternative to submitting proof of
financial ability to operate as required under s. 408.810(8),
the applicant may file a surety bond of at least $500,000 which
guarantees that the clinic will act in full conformity with all
legal requirements for operating a clinic, payable to the
agency. The agency may adopt rules to specify related
requirements for such surety bond; and

(d) Proof that the clinic maintains the financial

responsibility in the manner set forth in s. 458.320(2) or s.

459.0085(2), as applicable, to pay claims and costs ancillary

thereto arising out of the rendering of or the failure to render

medical care and services, for physicians and osteopathic

physicians who perform liposuction procedures in which more than

1,000 cubic centimeters of supernatant fat is removed, Level II

office surgery, or Level IITI office surgery as those terms are

defined in ss. 458.305(8) and 459.003(9), in an office setting.

Section 3. Paragraph (j) is added to subsection (1) of
section 400.9935, Florida Statutes, to read:

400.9935 Clinic responsibilities.—

(1) Each clinic shall appoint a medical director or clinic
director who shall agree in writing to accept legal
responsibility for the following activities on behalf of the
clinic. The medical director or the clinic director shall:

(j) If the clinic is registered with the department to

perform office surgery, ensure that the clinic complies with the

standards of practice for office surgery adopted by rule under
ss. 458.309(4) and 459.005(3).
Section 4. Subsection (4) of section 400.995, Florida

Statutes, is amended to read:
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400.995 Agency administrative penalties.—
(4) Any licensed clinic whose owner, medical director, or

clinic director concurrently operates an unlicensed clinic or a

clinic that is not registered with the department where any

liposuction procedure in which more than 1,000 cubic centimeters

of supernatant fat is removed or where any Level II office

surgery or Level III office surgery, as those terms are defined
in ss. 458.305(8) and 459.003(9), is performed, is shatd—be

subject to an administrative fine of $5,000 per day.

Section 5. Subsection (12) is added to section 456.004,
Florida Statutes, to read:

456.004 Department; powers and duties.—The department, for
the professions under its jurisdiction, shall:

(12) Deny or revoke the registration of, or impose any

penalty set forth in s. 456.072(2) against, any facility where
office surgery, as defined in ss. 458.305(8) and 459.003(9), is

performed for failure of any of its physicians, owners, or

operators to comply with rules adopted under ss. 458.309(3) and

459.005(2). Section 456.073 applies to enforcement actions

brought against such facilities. If a facility’s registration is

revoked, the department may deny any person named in the

registration documents of the facility, including the persons

who own or operate the facility, individually or as part of a

group, from registering a facility to perform surgical

procedures pursuant to s. 458.309(3) or s. 459.005(2) for 5

years after the revocation date.

Section 6. Subsection (6) is added to section 456.074,
Florida Statutes, to read:

456.074 Certain health care practitioners; immediate
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(6) The department may issue an emergency order suspending

suspension of license.—

or restricting the registration of a facility in which

liposuction procedures in which more than 1,000 cubic

centimeters of supernatant fat is removed, Level II office

surgery, or Level III office surgery as those terms are defined

in ss. 458.305(8) and 459.003(9), are performed upon a finding

of probable cause that the facility or its surgeons are not in

compliance with the standards of practice for office surgery

adopted by the boards pursuant to s. 458.309(4) or s.

459.005(3), as applicable, or are in violation of s.

458.331 (1) (v) or s. 459.015(1) (z) and that such noncompliance

constitutes an immediate danger to the public.

Section 7. Section 458.305, Florida Statutes, is amended to

read:

458.305 Definitions.—As used in this chapter, the term:

(1) “Board” means the Board of Medicine.

(2) “Deep sedation and analgesia” means a drug-induced

depression of consciousness during which all of the following

apply:
(a) The patient cannot be easily aroused but responds by

purposefully following repeated or painful stimulation.

(b) The patient’s ability to independently maintain

ventilatory function may be impaired.

(c) The patient may require assistance in maintaining a

patent airway, and spontaneous ventilation may be inadequate.

(d) The patient’s cardiovascular function is usually

maintained.

(e) The patient’s reflex withdrawal from painful stimulus
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is not considered a purposeful response.

(3) 42> “Department” means the Department of Health.

(4) “Epidural anesthesia” means anesthesia produced by the

injection of an anesthetic agent into the space on or around the

dura mater of the spinal cord.

(5) “General anesthesia” means a drug-induced loss of

consciousness administered by a qualified general anesthesia

provider during which all of the following apply:

(a) The patient is not able to be aroused, even by painful

stimulation.

(b) The patient’s ability to independently maintain

ventilatory function is often impaired.

(c) The patient has a level of depressed neuromuscular

function.

(d) The patient may require assistance in maintaining a

patent airway, and positive pressure ventilation may be

required.

(e) The patient’s cardiovascular function may be impaired.

(6) “Minimal sedation” means a drug-induced state during

which patients respond normally to verbal commands. Although

cognitive function and physical coordination may be impaired,

airway reflexes and respiratory and cardiovascular functions are

unaffected.

(7) “Moderate sedation and analgesia” or “conscious

sedation” means drug-induced depression of consciousness and a

state of consciousness during which all of the following apply:

(a) The patient responds purposefully to verbal commands,

either alone or accompanied by light tactile stimulation.

(b) Interventions are not required to maintain a patent
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airway, and spontaneous ventilation is adequate.

(c) Cardiovascular function is maintained.

(d) Reflex withdrawal from a painful stimulus is not

considered a purposeful response.

(8) “Office surgery” means a surgery that is performed in a

physician’s office or any facility that is not licensed under

chapter 390 or chapter 395.

(a) “Level I office surgery” includes any surgery that

consists of only minor procedures and in which anesthesia is

limited to minimal sedation.

(b) “Level II office surgery” includes any surgery in which

the patient’s level of sedation is that of moderate sedation and

analgesia or conscious sedation.

(c) "Level III office surgery” includes any surgery in

which the patient’s level of sedation is that of deep sedation

and analgesia or general anesthesia. The term includes any

surgery that includes the use of spinal anesthesia or epidural

anesthesia.

(10)43> “Practice of medicine” means the diagnosis,
treatment, operation, or prescription for any human disease,
pain, injury, deformity, or other physical or mental condition.

(11) “Spinal anesthesia” means anesthesia produced by the

injection of an anesthetic agent into the subarachnoid space of

the spinal cord.

(12) “Surgeon” means a physician who performs surgery.

(13) “Surgery” means any manual or operative procedure,

including the use of lasers, performed upon the body of a living

human being for the purposes of preserving health, diagnosing or

curing disease, repairing injury, correcting deformity or
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330 defects, prolonging life, or relieving suffering or any elective

331 |procedure for aesthetic, reconstructive, or cosmetic purposes,

332 |including, but not limited to: incision or curettage of tissue

333 or an organ; suture or other repair of tissue or organ,

334 |including a closed as well as an open reduction of a fracture;

335 extraction of tissue including premature extraction of the

336 |products of conception from the uterus; insertion of natural or

337 artificial implants; or an endoscopic procedure with use of

338 local or general anesthetic.

339 (9) 44> “Physician” means a person who is licensed to

340 |practice medicine in this state.

341 Section 8. Subsection (3) of section 458.309, Florida

342 Statutes, is amended and subsection (4) is added to that

343 section, to read:

344 458.309 Rulemaking authority.—

345 (3) A physician who performs any liposuction procedure

346 |preeedures in which more than 1,000 cubic centimeters of

347 supernatant fat is removed, any Level II office surgery tevel—2
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348 |precedures— Y es, or any Level III office

tevel 3—surgicatl—proecedures in an office setting

B
He

349 surgery and—=
350 |must register the office with the department unless that office
351 is licensed as a facility under chapter 395. The department

352 shall inspect the physician’s office annually unless the office
353 is accredited by a nationally recognized accrediting agency or
354 an accrediting organization subseguentdy approved by the Board
355 |of Medicine. The actual costs for registration and inspection or
356 accreditation shall be paid by the person seeking to register

357 and operate the office setting in which office surgery is

358 |performed. As a condition of registration, a physician who
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performs such surgical procedures in an office setting, and the

office itself if it is a separate legal entity from the

physician, must maintain the same levels of financial

responsibility required in s. 458.320.

(4) The department may adopt rules to administer the

registration, inspection, and safety of offices in which a

physician performs office surgery. The board shall adopt by rule

standards of practice for physicians who perform office surgery.

The board shall impose a fine of $5,000 per day on a physician

who performs a surgical procedure identified in subsection (3)

in an office that is not registered with the department.

Section 9. Paragraph (vv) is added to subsection (1) of
section 458.331, Florida Statutes, to read:

458.331 Grounds for disciplinary action; action by the
board and department.—

(1) The following acts constitute grounds for denial of a
license or disciplinary action, as specified in s. 456.072(2):

(vv) Performing a liposuction procedure in which more than

1,000 cubic centimeters of supernatant fat is removed, a Level

IT office surgery, or a Level III office surgery in an office

that is not registered with the department pursuant to s.
458.309(3) .
Section 10. Section 459.003, Florida Statutes, is amended

to read:

459.003 Definitions.—As used in this chapter, the term:

(1) “Board” means the Board of Osteopathic Medicine.

(2) “Deep sedation and analgesia” means a drug-induced

depression of consciousness during which all of the following

apply:
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(a) The patient cannot be easily aroused but responds by

purposefully following repeated or painful stimulation.

(b) The patient’s ability to independently maintain

ventilatory function may be impaired.

(c) The patient may require assistance in maintaining a

patent airway, and spontaneous ventilation may be inadequate.

(d) The patient’s cardiovascular function is usually

maintained.

(e) The patient’s reflex withdrawal from painful stimulus

is not considered a purposeful response.

(3) 42> “Department” means the Department of Health.

(5) “Epidural anesthesia” means anesthesia produced by the

injection of an anesthetic agent into the space on or around the

dura mater of the spinal cord.

(6) “General anesthesia” means a drug-induced loss of

consciousness administered by a qualified general anesthesia

provider during which all of the following apply:

(a) The patient is not able to be aroused, even by painful

stimulation.

(b) The patient’s ability to independently maintain

ventilatory function is often impaired.

(c) The patient has a level of depressed neuromuscular

function.

(d) The patient may require assistance in maintaining a

patent airway, and positive pressure ventilation may be

required.

(e) The patient’s cardiovascular function may be impaired.

(7) “Minimal sedation” means a drug-induced state during

which patients respond normally to verbal commands. Although
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cognitive function and physical coordination may be impaired,

airway reflexes, and respiratory and cardiovascular functions

are unaffected.

(8) “Moderate sedation and analgesia” or “conscious

sedation” means drug-induced depression of consciousness and a

state of consciousness during which all of the following apply:

(a) The patient responds purposefully to verbal commands,

either alone or accompanied by light tactile stimulation.

(b) Interventions are not required to maintain a patent

airway, and spontaneous ventilation is adequate.

(c) Cardiovascular function i1s maintained.

(d) Reflex withdrawal from a painful stimulus is not

considered a purposeful response.

(9) “Office surgery” means a surgery that is performed in a

physician’s office or any facility that is not licensed under

chapter 390 or chapter 395.

(a) “Level I office surgery” includes any surgery that

consists of only minor procedures and in which anesthesia is

limited to minimal sedation.

(b) “Level II office surgery” includes any surgery in which

the patient’s level of sedation is that of moderate sedation and

analgesia or conscious sedation.

(c) "Level III office surgery” includes any surgery in

which the patient’s level of sedation is that of deep sedation

and analgesia or general anesthesia. The term includes any

surgery that includes the use of spinal anesthesia or epidural

anesthesia.

(11)43> “Practice of osteopathic medicine” means the

diagnosis, treatment, operation, or prescription for any human
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disease, pain, injury, deformity, or other physical or mental
condition, which practice is based in part upon educational
standards and requirements which emphasize the importance of the
musculoskeletal structure and manipulative therapy in the
maintenance and restoration of health.

(12) “Spinal anesthesia” means anesthesia produced by the

injection of an anesthetic agent into the subarachnoid space of

the spinal cord.

(13) “Surgeon” means a physician who performs surgery.

(14) “Surgery” means any manual or operative procedure,

including the use of lasers, performed upon the body of a living

human being for the purposes of preserving health, diagnosing or

curing disease, repairing injury, correcting deformity or

defects, prolonging life, or relieving suffering or any elective

procedure for aesthetic, reconstructive, or cosmetic purposes,

including, but not limited to: incision or curettage of tissue

Oor an organ; suture or other repair of tissue or organ,

including a closed as well as an open reduction of a fracture;

extraction of tissue including premature extraction of the

products of conception from the uterus; insertion of natural or

artificial implants; or an endoscopic procedure with use of

local or general anesthetic.

(10) 44>y “Osteopathic physician” means a person who is
licensed to practice osteopathic medicine in this state.
(4) 45> “Doctor of Osteopathy” and “Doctor of Osteopathic

4

Medicine,” when referring to degrees, shall be construed to be
equivalent and equal degrees.
Section 11. Subsection (2) of section 459.005, Florida

Statutes, is amended and subsection (3) is added to that
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section, to read:

459.005 Rulemaking authority.—

(2) A physician who performs any liposuction procedure
preoecedures in which more than 1,000 cubic centimeters of
supernatant fat is removed, any Level II office surgery level—2
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5] es, or any Level III office
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surgery and—= tevel 3—surgicatl—proecedures in an office setting
must register the office with the department unless that office
is licensed as a facility under chapter 395. The department
shall inspect the physician’s office annually unless the office
is accredited by a nationally recognized accrediting agency or
an accrediting organization subseguentlty approved by the Board
of Osteopathic Medicine. The actual costs for registration and
inspection or accreditation shall be paid by the person seeking
to register and operate the office setting in which office

surgery is performed. As a condition of registration, a

physician who performs such surgical procedures in an office

setting, and the office itself if it is a separate legal entity

from the physician, must maintain the same levels of financial

responsibility required in s. 459.0085.

(3) The department may adopt rules to administer the

registration, inspection, and safety of offices in which a

physician performs office surgery. The board shall adopt by rule

standards of practice for physicians who perform office surgery.

The board shall impose a fine of $5,000 per day on a physician

who performs a surgical procedure identified in subsection (2)

in an office that is not registered with the department.

Section 12. Paragraph (xx) 1is added to subsection (1) of

section 459.015, Florida Statutes, to read:
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459.015 Grounds for disciplinary action; action by the
board and department.—

(1) The following acts constitute grounds for denial of a
license or disciplinary action, as specified in s. 456.072(2):

(xx) Performing a liposuction procedure in which more than

1,000 cubic centimeters of supernatant fat is removed, a Level

IT office surgery, or a Level III office surgery in an office

that is not registered with the department pursuant to s.
459.005(2) .

Section 13. Paragraph (b) of subsection (4) of section

464.012, Florida Statutes, is amended to read:

464.012 Licensure of advanced practice registered nurses;
fees; controlled substance prescribing.—

(4) In addition to the general functions specified in
subsection (3), an advanced practice registered nurse may
perform the following acts within his or her specialty:

(b) The certified registered nurse anesthetist may, to the
extent authorized by established protocol approved by the
medical staff of the facility in which the anesthetic service is
performed, perform any or all of the following:

1. Determine the health status of the patient as it relates
to the risk factors and to the anesthetic management of the
patient through the performance of the general functions.

2. Based on history, physical assessment, and supplemental
laboratory results, determine, with the consent of the
responsible physician, the appropriate type of anesthesia within
the framework of the protocol.

3. Order under the protocol preanesthetic medication.

4. Perform under the protocol procedures commonly used to
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render the patient insensible to pain during the performance of
surgical, obstetrical, therapeutic, or diagnostic clinical
procedures. These procedures include ordering and administering
regional, spinal, and general anesthesia; inhalation agents and
techniques; intravenous agents and techniques; and techniques of
hypnosis.

5. Order or perform monitoring procedures indicated as
pertinent to the anesthetic health care management of the
patient.

6. Support life functions during anesthesia health care,
including induction and intubation procedures, the use of
appropriate mechanical supportive devices, and the management of
fluid, electrolyte, and blood component balances.

7. Recognize and take appropriate corrective action for
abnormal patient responses to anesthesia, adjunctive medication,
or other forms of therapy.

8. Recognize and treat a cardiac arrhythmia while the
patient is under anesthetic care.

9. Participate in management of the patient while in the
postanesthesia recovery area, including ordering the
administration of fluids and drugs.

10. Place special peripheral and central venous and
arterial lines for blood sampling and monitoring as appropriate.

11. Provide the services identified in subsections 1.-10.

in an office registered to perform office surgery pursuant to s.
458.309(3) or s. 459.005(2) within the framework of an

established protocol with an anesthesiologist licensed under

chapter 458 or chapter 459.

Section 14. Paragraph (a) of subsection (1) of section
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562 766.101, Florida Statutes, is amended to read:

563 766.101 Medical review committee, immunity from liability.—
5604 (1) As used in this section:
565 (a) The term “medical review committee” or “committee”

566 |means:

567 l.a. A committee of a hospital or ambulatory surgical

568 center licensed under chapter 395 or a health maintenance

569 organization certificated under part I of chapter 641;

570 b. A committee of a physician-hospital organization, a

571 |provider-sponsored organization, or an integrated delivery

572 system;

573 c. A committee of a state or local professional society of
574 health care providers;

575 d. A committee of a medical staff of a licensed hospital or
576 |nursing home, provided the medical staff operates pursuant to
577 written bylaws that have been approved by the governing board of
578 the hospital or nursing home;

579 e. A committee of the Department of Corrections or the

580 Correctional Medical Authority as created under s. 945.602, or
581 employees, agents, or consultants of either the department or
582 the authority or both;

583 f. A committee of a professional service corporation formed
584 |under chapter 621 or a corporation organized under part I of

585 chapter 607 or chapter 617, which is formed and operated for the

586 |practice of medicine as defined in s. 458.305 s+—458-385{3), and

587 |which has at least 25 health care providers who routinely
588 |provide health care services directly to patients;

589 g. A committee of the Department of Children and Families

590 |which includes employees, agents, or consultants to the
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department as deemed necessary to provide peer review,
utilization review, and mortality review of treatment services
provided pursuant to chapters 394, 397, and 916;

h. A committee of a mental health treatment facility
licensed under chapter 394 or a community mental health center
as defined in s. 394.907, provided the quality assurance program
operates pursuant to the guidelines that have been approved by
the governing board of the agency;

i. A committee of a substance abuse treatment and education
prevention program licensed under chapter 397 provided the
quality assurance program operates pursuant to the guidelines
that have been approved by the governing board of the agency;

J. A peer review or utilization review committee organized
under chapter 440;

k. A committee of the Department of Health, a county health
department, healthy start coalition, or certified rural health
network, when reviewing quality of care, or employees of these
entities when reviewing mortality records; or

1. A continuous quality improvement committee of a pharmacy

licensed pursuant to chapter 465,

which committee is formed to evaluate and improve the quality of
health care rendered by providers of health service, to
determine that health services rendered were professionally
indicated or were performed in compliance with the applicable
standard of care, or that the cost of health care rendered was
considered reasonable by the providers of professional health
services in the area; or

2. A committee of an insurer, self-insurer, or joint
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underwriting association of medical malpractice insurance, or
other persons conducting review under s. 766.106.

Section 15. This act shall take effect upon becoming a law.

================= T I T LE A MENIDMENT ================

And the title is amended as follows:
Delete everything before the enacting clause

and insert:

A bill to be entitled

An act relating to clinics and office surgery;
amending s. 400.9905, F.S.; revising the definition of
the term “clinic”; amending s. 400.991, F.S.;
requiring a clinic to provide proof of its financial
responsibility to pay certain claims and costs along
with its application for licensure to the Agency for
Health Care Administration; amending s. 400.9935,
F.S.; requiring a medical director or a clinic
director to ensure that the clinic complies with
specified rules; amending s. 400.995, F.S.; requiring
the agency to impose a specified administrative fine
on an unregistered clinic that performs certain office
surgeries; amending s. 456.004, F.S.; requiring the
Department of Health to deny or revoke the
registration of or impose certain penalties against a
facility where certain office surgeries are performed
under certain circumstances; specifying provisions
that apply enforcement actions against such
facilities; authorizing the department to deny certain

persons associated with an office of which the
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649 registration was revoked from registering a new office
650 to perform certain office surgery; amending s.

651 456.074, F.S.; authorizing the department to issue an
652 emergency order suspending or restricting the

653 registration of a certain office if it makes certain
654 findings; amending s. 458.305, F.S.; defining terms;
655 amending s. 458.309, F.S.; requiring a physician who
656 performs certain office surgery and the office in

657 which the surgery is performed to maintain specified
658 levels of financial responsibility; authorizing the
659 department to adopt rules to administer the

660 registration, inspection, and safety of offices that
661 perform certain office surgery; requiring the Board of
662 Medicine to adopt rules governing the standard of care
663 for physicians practicing in such offices; requiring
664 the board to impose a specified fine on physicians who
665 perform certain office surgeries in an unregistered
666 office; amending s. 458.331, F.S.; providing that a
667 physician performing certain office surgeries in an
668 unregistered office constitutes grounds for denial of
669 a license or disciplinary action; amending s. 459.003,
670 F.S.; defining terms; amending s. 459.005, F.S.;

671 requiring a physician who performs certain office

672 surgery and the office in which the surgery is

673 performed to maintain specified levels of financial
674 responsibility; authorizing the department to adopt
675 rules to administer the registration, inspection, and
676 safety of offices that perform certain office surgery;
677 requiring the Board of Osteopathic Medicine to adopt
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678 rules governing the standard of care for physicians
679 practicing in such offices; requiring the board to
680 impose a specified fine on physicians who perform

681 certain office surgeries in an unregistered office;
682 amending s. 459.015, F.S.; providing that a physician
683 performing certain office surgeries in an unregistered
684 office constitutes grounds for denial of a license or
685 disciplinary action; amending s. 464.012, F.S.;

686 authorizing a certified registered nurse anesthetist
687 to provide specified services in a an office

688 registered to perform office surgery within the

689 framework of an established protocol with a licensed
690 anesthesiologist; amending s. 766.101, F.S.;

691 conforming a cross-reference; providing an effective

092 date.
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A bill to be entitled
An act relating to office surgery; amending s.
395.002, F.S.; revising the definition of the term
“ambulatory surgical center” to remove the exclusion
of physician offices; amending ss. 458.309 and
459.005, F.S.; deleting provisions related to the
registration and inspection of certain offices by the
Department of Health and the payment for such
registration and inspection, for the purpose of
relocating the requirements; creating ss. 458.3266 and
459.0138, F.S.; defining terms; relocating the
requirements that a person who seeks to operate an
office surgery center must register with the
department and pay registration costs; providing an
exception; requiring each office surgery center to
identify to the department a designated physician upon
registration or within a specified timeframe after the
resignation or termination of a designated physician;
authorizing the department to suspend a center’s
certificate of registration under certain
circumstances; requiring the department to issue a
certificate of registration to qualified applicants
and prohibiting the department from issuing a
certificate to certain centers; requiring the
department to revoke a certificate upon making a
certain determination; requiring a designated
physician of a center to perform certain actions upon
the revocation or suspension of the center’s

certificate and providing for the disposition of
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medicinal drugs; authorizing the department to
prescribe a certain period of suspension when
suspending the certificate of an office surgery
center; prohibiting persons named in the registration
documents of a center whose certificate was revoked
from applying to operate a center for a specified
time; prohibiting a registration from being
transferred to a new owner and requiring a new owner
to register the center with the department before
beginning operation under the new ownership;
prohibiting a physician from practicing medicine in a
center that is not registered with the department;
prohibiting a physician from performing certain
procedures in a facility or office surgery center;
requiring a physician who practices in a center to
immediately notify the department of certain
noncompliance; requiring a physician to notify the
Board of Medicine or Board of Osteopathic Medicine,
respectively, within a specified timeframe after
beginning or ending his or her practice at a center;
providing for disciplinary action; providing
requirements for designated physicians; providing
facility and infection control requirements for
centers; specifying health and safety requirements;
prohibiting performance of a level III procedure in a
center unless an anesthesiologist is present and
available; specifying that level III procedures may be
performed only in a center on patients who meet

certain conditions; establishing requirements for a

Page 2 of 42

words underlined are additions.



59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85
86
87

CODING: Words strieken are deletions;

Florida Senate - 2019 SB 732

39-00277A-19 2019732

surgeon to perform a level III procedure in a center;
relocating the requirement that the department inspect
each center for compliance annually unless the center
is accredited by certain organizations; relocating the
requirement that the person who registered and
operates the center pay costs of inspection; requiring
the Department of Health to attempt to resolve
violations during the inspection of a center;
requiring the owner or designated physician to
document actions taken to resolve violations;
requiring the department to verify correction of the
violation during a subsequent inspection; authorizing
the department to revoke a center’s certificate of
registration and prohibit associated physicians from
practicing at the center for failure to comply with
certain provisions; authorizing the department to
impose an administrative fine on a center for
violations of specified provisions; requiring the
department to consider specified factors in
determining whether to impose a penalty or determining
the amount of a fine to be imposed on a center;
providing that each day a violation continues after
the department orders its correction constitutes an
additional wviolation; requiring the department to
impose specified fines on an owner or a designated
physician for operating an unregistered center;
authorizing the department to adopt rules relating to
the registration, inspection, and safety of centers;

requiring the board to adopt rules specifying training
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requirements for certain center practitioners;
republishing ss. 458.351 and 459.026, F.S., relating
to reports of adverse incidents in office practice

settings; providing an effective date.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Subsection (3) of section 395.002, Florida
Statutes, 1s amended to read:

395.002 Definitions.—As used in this chapter:

(3) “Ambulatory surgical center” means a facility the
primary purpose of which is to provide elective surgical care,
in which the patient is admitted to and discharged from such
facility within the same working day and is not permitted to
stay overnight, and which is not part of a hospital. However, a

facility existing for the primary purpose of performing

terminations of pregnancy—an—-efficemaintained by aphysician

PN i £ mAa
TPttt Ce—OT—1

for +h
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recieiner or an office maintained for the
practice of dentistry may not be construed to be an ambulatory
surgical center, provided that any facility or office which is
certified or seeks certification as a Medicare ambulatory
surgical center shall be licensed as an ambulatory surgical
center pursuant to s. 395.003.

Section 2. Subsection (3) of section 458.309, Florida
Statutes, 1is amended to read:

458.309 Rulemaking authority.—
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Section 3. Section 458.3266, Florida Statutes, 1is created
to read:

458.3266 Office surgery centers.—
(1) DEFINITIONS.—As used in this section,

the term:

(a) “Deep sedation with analgesia” means a drug-induced

depression of consciousness during which all of the following

apply:
1. The patient cannot be easily aroused but responds

purposefully following repeated or painful stimulation.

2. The patient’s ability to independently maintain

ventilatory function may be impaired.

3. The patient may require assistance in maintaining a

patent airway, and spontaneous ventilation may be inadequate.

4. The patient’s cardiovascular function is usually

maintained.

5. The patient’s reflex withdrawal from painful stimulus is

not considered a purposeful response.

(b) “Designated physician” means a physician licensed under

this chapter or chapter 459 who practices at an office surgery

center and who has assumed responsibility for the center’s
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146 compliance with this section and related board rules.

147 (c) “General anesthesia” means a drug-induced loss of

148 consciousness administered by an anesthesiologist or a certified

149| registered nurse anesthetist during which all of the following

150 apply:
151 1. The patient is not able to be aroused, even by painful

152 stimulation.

153 2. The patient’s ability to independently maintain

154 wventilatory function is often impaired.

155 3. The patient has a level of depressed neuromuscular

156 function.

157 4. The patient may require assistance in maintaining a

158| patent airway, and positive pressure ventilation is required.

159 5. The patient’s cardiovascular function may be impaired.

160 (d) “Level I procedure” includes procedures in which the

161| patient’s level of sedation is that of minimal sedation, and

162 controlled substances, as defined in ss. 893.02 and 893.03, are

163 limited to oral administration in doses appropriate for the

164| wunsupervised treatment of insomnia, anxiety, or pain. The term

165 includes:

166 1. Minor procedures such as excision of skin lesions,

167| moles, warts, cysts, and lipomas; repair of lacerations; or

168 surgery limited to the skin and subcutaneous tissue performed

169| under topical or regional anesthesia not involving drug-induced

170 alteration of consciousness other than minimal preoperative

171 tranquilization of the patient.

172 2. The incision and drainage of superficial abscesses,

173 limited endoscopies such as proctoscopies, skin biopsies,

174 arthrocentesis, thoracentesis, paracentesis, dilation of
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urethra, cystoscopic procedures, and closed reduction of simple

fractures or small joint dislocations, including, but not

limited to, finger and toe joints.

(e) “Level II procedure” includes any surgery in which the

patient’s level of sedation is that of moderate sedation and

analgesia or conscious sedation. The term includes, but is not

limited to: hemorrhoidectomy, hernia repair, large joint

dislocations, colonoscopy, and liposuction involving the removal

of up to 1,000 cubic centimeters of supernatant fat.

(f) “Level III procedure” includes any surgery in which the

patient’s level of sedation is that of deep sedation with

analgesia, general anesthesia, and spinal, regional, or epidural

anesthesia.

(g) “Minimal sedation” includes anxiolysis and means a

drug-induced state during which all of the following apply:

1. The patient may respond normally to verbal commands.

2. The patient’s cognitive function and physical

coordination may be impaired, while his or her airway reflexes,

ventilation, and cardiovascular functions are unaffected.

(h) “Moderate sedation with analgesia” or “conscious

sedation” are both drug-induced depressions of consciousness and

mean a state of consciousness during which all of the following

apply:
1. The patient responds purposefully to verbal commands,

either alone or accompanied by light tactile stimulation.

2. Interventions are not required to maintain a patent

airway, and spontaneous ventilation is adequate.

3. Cardiovascular function is maintained.

4. Reflex withdrawal from a painful stimulus is not
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204 considered a purposeful response.

205 (i) “Office surgery” means any manual or operative

206| procedure, including by use of lasers, performed upon the body

207 of a living human being for the purposes of preserving health,

208| diagnosing or curing disease, repairing injury, correcting

209| deformity or defects, prolonging life, or relieving suffering or

210 any elective procedure for aesthetic, reconstructive, or

211 cosmetic purposes, to include, but not be limited to: incision

212 or curettage of tissue or an organ; suture or other repair of

213| tissue or an organ, including both a closed and open reduction

214 of a fracture; extraction of tissue, including premature

215 extraction of the products of conception from the uterus;

216 insertion of natural or artificial implants; or an endoscopic

217| procedure with use of local or general anesthetic.

218 (J) “Office surgery center” means any facility or office

219| surgery setting, other than a facility licensed under chapter

220 390 or chapter 395, where a physician performs any of the

221 following surgical procedures:

2272 1. A level I procedure;

223 2. A level II procedure lasting more than 5 minutes; or
224 3. A level IITI procedure.

225 (k) “Regional anesthesia” is a drug-induced loss of

226 sensation in a circumscribed region of the body, produced by the

227 application of a regional anesthetic, usually by injection. The

228 term includes, but is not limited to, spinal, epidural, and

229| specific nerve blocks.

230 (1) “Surgery” or “surgical” means any manual or operative

231| procedure, including the use of lasers, performed upon the body

232 of a living human being for the purposes of preserving health,
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233 diagnosing or curing disease, repairing injury, correcting

234 deformity or defects, prolonging life, or relieving suffering or

235| any elective procedure for aesthetic, reconstructive, or

236| cosmetic purposes. The term includes, but is not limited to, all

237! of the following: incision or curettage of tissue or an organ;

238 suture or other repair of tissue or an organ, including both a

239| closed and an open reduction of a fracture; extraction of

240 tissue, including premature extraction of the products of

241| conception from the uterus; insertion of natural or artificial

242 implants; or an endoscopic procedure with use of local,

243| regional, or general anesthetic.

244 (2) CERTIFICATE OF REGISTRATION.—

245 (a) A person who seeks to operate an office surgery center

246| must register the center with the department unless the center

247 is affiliated with an accredited medical school at which

248 training is provided for medical students, residents, or

249 fellows.

250 (b) Each office surgery center must be registered

251 separately, regardless of whether it is operated under the same

252 business name or management as another center. The actual costs

253 of registration, as determined by the department, must be paid

254| by the person seeking to register and operate the center.

255 (c) At the time of registration and thereafter, each office

256 surgery center shall identify to the department a designated

257| physician. Within 10 days after the resignation or termination

258 of its designated physician, a center shall identify to the

259| department the new designated physician. The department may

260 suspend a center’s certificate of registration for failure to

261 comply with this paragraph.
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(d) The department shall issue a certificate of

registration to a qualified applicant who is required to

register under this section. The department may not issue a

certificate of registration to an office surgery center that is:

1. Not fully owned by a physician licensed under this

chapter or chapter 459 or a group of physicians licensed under

this chapter or chapter 459;

2. Not a health care center licensed under part X of

chapter 400; or

3. Owned by or in any contractual or employment

relationship with a physician licensed under this chapter or

chapter 459 who:

a. Has had his or her hospital privileges revoked in the

last 5 years;

b. Does not have a clear and active license with the

department; or

c. Has been the subject of disciplinary action in this

state or in another jurisdiction in the last 5 years for an

offense related to standard of care.

(e) If the department determines that an office surgery

center does not meet the requirements of paragraph (c) or is

owned, directly or indirectly, by a physician whose privileges,

license, or disciplinary status is identified in sub-

subparagraph (d)3.a., sub-subparagraph (d)3.b., or sub-

subparagraph (d)3.c., the department shall revoke the center’s

certificate of registration.

(f) If the center’s certificate of registration is revoked

or suspended, the designated physician of the center shall

ensure that, as appropriate, the owner or lessor of the center
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property, the manager, or the proprietor, as of the effective

date of the suspension or revocation:

1. Ceases to operate the facility as an office surgery

center; and

2. Removes any signs and symbols identifying the premises

as an office surgery center.

(g) Upon the effective date of the suspension or

revocation, the designated physician of the office surgery

center shall advise the department of the disposition of the

medicinal drugs located on the premises. Such disposition is

subject to the supervision and approval of the department.

Medicinal drugs that are purchased or held by a center that is

not registered may be deemed adulterated for purposes of s.
499.006.

(h) When the department suspends the registration of an

office surgery center, it shall prescribe an appropriate period

of suspension, not to exceed 2 years.

(i) If the office surgery center’s registration is revoked,

any person named in the registration documents of the center,

including the persons who own or operate the center, may not

apply, individually or as part of a group, to operate an office

surgery center for a period of 5 years after the revocation

date.

(j) An office surgery center registration may not be

transferred to a new owner. If the ownership of a registered

office surgery center changes, the new owner must register the

center with the department before beginning operation under the

new ownership.

(3) OFFICE SURGERY CENTER PHYSICIANS; DESIGNATED
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320 PHYSICIANS; PROHIBITION,; REQUIREMENTS.-—

321 (a)l. A physician may not practice medicine in an office

322 surgery center that is not registered with the department in

323| compliance with this section.

324 2. A physician may not perform surgical procedures in an

325 office surgery center which may:

326 a. Result in blood loss of more than 10 percent of

327 estimated blood volume in a patient having a normal hemoglobin
328 level;

329 b. Require major or prolonged intracranial, intrathoracic,

330 abdominal, or major joint replacement procedures, except for

331 laparoscopic procedures; or

332 c. Involve major blood vessels, when such procedure is

333| performed with direct visualization by open exposure of the

334| major vessel, except for percutaneous endovascular intervention;

335 or are generally emergent or life threatening in nature.

336 3. If a physician who practices in an office surgery center

337 determines that the center is not in compliance with subsection

338 (4), he or she must immediately notify the department of such

339| noncompliance.

340 4. A physician who practices in an office surgery center

341 shall notify the board in writing within 10 days after beginning

342 or ending his or her practice at the office surgery center.
343
344| A physician who violates this paragraph is subject to

345 disciplinary action by the board.

346 (b) The designated physician of an office surgery center

347 shall:

348 1. Ensure that the center maintains an ongoing quality
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349 assurance program that objectively and systematically monitors

350 and evaluates the quality and appropriateness of patient care,

351| evaluates methods to improve patient care, identifies and

352 corrects deficiencies at the facility, alerts the designated

353| physician to identify and resolve recurring problems, and

354| provides opportunities for the center to improve its performance

355 and enhance and improve the quality of care provided to the
356| public.

357 2. Establish and document compliance with the quality

358 assurance program which includes at least the following

359 components:

360 a. Identification, investigation, and analysis of the

361 frequency and causes of incidents;

362 b. Identification of trends or patterns of adverse

363 incidents; and

364 c. Development of measures to correct, reduce, minimize, or

365 eliminate the risk of adverse incidents to patients.

366 3. Review, at least quarterly, the quality assurance

367| program.
368 4. Report all adverse incidents to the department as

369| provided in s. 458.351.

370 5. Notify the applicable board in writing of his or her

371 termination of employment within 10 days after such termination.

372 (4) OFFICE SURGERY CENTERS; REQUIREMENTS.—An office surgery
373 center must comply with the following requirements:

374 (a) Facility requirements.—The office surgery center must:

375 1. Be located and operated at a publicly accessible, fixed

376 location.

377 2. Display a sign that clearly identifies the name, hours
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378 of operation, and street address of the center. The sign must be

379| prominently displayed in public view.

380 3. Maintain and publicly list a telephone number.

381 4. Provide emergency lighting and for emergency

382 communications.

383 5. Have a reception and waiting area.
384 6. Have a restroom.
385 7. Have an administrative area, including room for storage

386| of medical records, supplies, and equipment.

387 8. Have private patient examination rooms.

388 9. Have treatment rooms, if treatment is being provided to

389 the patients.

390 10. Publicly display a visible printed sign in a

391 conspicuous place in each waiting room which includes the name

392 and contact information of the center’s designated physician and

393 the names of all physicians practicing at the center.

394 11. Comply with ss. 499.0121 and 893.07, if the center
395 stores and dispenses prescription drugs.

396 (b) Infection control requirements.—The center must:
397 1. Maintain equipment and supplies to support infection

398| prevention and control.

399 2. Identify infection risks based on the following:
400 a. Geographic location, community, and population served.
401 b. The nature of the provided care, treatments, and

402 services.

403 c. An analysis of the center’s infection surveillance and

404 control data.

405 3. Maintain written infection prevention policies and

406| procedures that address prioritized risks and limit the
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407 following:
408 a. Unprotected exposure to pathogens.
409 b. The transmission of infections associated with

410| procedures performed at the center.

411 c. The transmission of infections associated with the

412 center’s use of medical equipment, devices, and supplies.

413 (c) Health and safety requirements.—The center must:

414 1. Maintain its structurally sound buildings and keep its

415 grounds free from health and safety hazards.

416 2. Keep its furniture, appliances, and equipment clean,

417 safe, and in good repair.

418 3. Have evacuation procedures in the event of an emergency.

419 The procedures must provide for the evacuation of patients with

420 disabilities and center employees.

421 4. Have a written facility-specific disaster plan that

422 specifies actions to be taken in the event of the center closing

423| due to unforeseen disasters. The plan must provide for the

424| protection of medical records and any controlled substances.

425 5. Have at least one employee on the premises during

426| patient care hours who is certified in basic life support and

427 trained in reacting to accidents and medical emergencies.

428 6. Have written emergency policies and procedures related

429 to serious anesthesia complications which must be formulated,

430 reviewed annually, practiced, updated, and posted in a

431 conspicuous location. Such procedures must address all of the

432 following conditions:

433 a. Airway blockage and foreign body obstruction;
434 b. Allergic reactions;
435 c. Bradycardia;
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436 d. Bronchospasm;
437 e. Cardiac arrest;
438 f. Chest pain;
439 g. Hypoglycemia;
440 h. Hypotension;
441 i. Hypoventilation;
442 j. Laryngospasm;
443 k. Local anesthetic toxicity reaction; and
444 1. Malignant hyperthermia.
445 (d) Equipment and supplies.—The center must:
446 1. Have the equipment and medications to properly manage

447 and treat a cardiac incident or arrest, including a full and

448 current crash cart with a defibrillator, and, at a minimum, the

449 intravenous or inhaled medications recommended by the American

450 Heart Association Guidelines for CPR & Emergency Cardiovascular

451 Care, as published November 2018, at the location where the

452 anesthetizing is being carried out.

453 2. Store medicines per the manufacturer’s recommendations

454 and note the date on multidose vials once they are opened.

455 3. Maintain dantrolene on site if halogenated anesthetics

456 or succinylcholine are used.

457 4. In terms of general preparation, equipment, and

458 supplies, be comparable to a freestanding ambulatory surgical

459 center, including, but not limited to, patient recovery

460 capability and provisions for proper recordkeeping.

461 5. Have blood pressure monitoring equipment, EKG, end-tidal

462 CO2 monitor, pulse oximeter, emergency intubation equipment, and

463| a temperature monitoring device.

464 6. Have at least one table capable of trendelenburg,
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465 lithotomy, and other positions necessary to facilitate the

466 surgical procedure.

467 (e) Level III office surgery requirements.—

468 1. A level III procedure may not be performed in an office

469| surgery center unless an anesthesiologist, as defined in s.

470 458.3475 or s. 459.023, is physically present at the center and

471 available at the time of the procedure.

472 2. For a center in which level III procedures are

473| performed, either:

474 a. The center must have a written patient transfer

475| agreement with a hospital within reasonable proximity to the

476 center which includes the transfer of the patient’s medical

477 records held by the center and the treating physician to the

478 licensed hospital; or

479 b. The surgeon performing the level III procedure must have

480 admitting privileges at a hospital within reasonable proximity

481 to the center.

482 3. Level III procedures may be performed only on a patient

483| who is classified under the American Society of

484| Anesthesiologists’ (ASA) Physical Status Classification System,

485 as approved on October 15, 2014, as Class I or ITI.

486 4. All ASA Class II patients above the age of 50 undergoing

487 a level III office surgery procedure shall have a complete

488 medical workup performed by the surgeon before the performance

489| of level III surgery. If the patient has a cardiac history or

490 has other complicating health conditions, he or she must have a

491 preoperative EKG and be referred to an appropriate consultant

492 for medical optimization of the complicating conditions. The

493 referral to a consultant may be waived after evaluation by the
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anesthesiologist to administer or supervise the patient’s

anesthesia.

5. To perform a level III procedure in an office surgery

center, the surgeon must have staff privileges at a licensed

hospital to perform the same level III procedure in the hospital

or must be able to document satisfactory completion of training,

such as board certification or board qualification by a board

approved by the American Board of Medical Specialties or any

other board approved by the Board of Medicine.
(5) INSPECTION.-—

(a) The department shall inspect each office surgery center

annually, including a review of patient records, to ensure that

the center complies with this section and board rule, unless the

center is accredited by a nationally recognized accrediting

agency or an accrediting organization subsequently approved by

the board. The department also may inspect an office surgery

center as necessary to investigate a notification of

noncompliance made by a physician pursuant to subparagraph
(3) (a) 3.
(b) The actual costs of inspection must be paid by the

person who registered and operates the office surgery center.

(c) During an onsite inspection, the department shall make

a reasonable attempt to resolve each violation with the owner or

designated physician of the office surgery center before issuing

a formal written notification.

(d) Any action taken to resolve a violation must be

documented in writing by the owner or designated physician of

the office surgery center and submitted to the department. The

department must verify any correction of the violation in a
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523 subsequent inspection.
524 (6) ENFORCEMENT.—
525 (a) The department may revoke an office surgery center’s

526| certificate of registration and prohibit all physicians

527| associated with the center from practicing at the center for

528 failure to comply with this section and rules adopted hereunder.

529 (b) The department may impose an administrative fine of up

530 to $5,000 per violation on an office surgery center for

531| wviolations of this section; chapter 499, the Florida Drug and
532 Cosmetic Act; 21 U.S.C. ss. 301-392, the Federal Food, Drug, and

533| Cosmetic Act; 21 U.S.C. ss. 821 et seq., the Comprehensive Drug

534 Abuse Prevention and Control Act; chapter 893, the Florida

535 Comprehensive Drug Abuse Prevention and Control Act; or

536| department rule.

537 (c) In determining whether to impose a penalty on an office

538 surgery center, and in determining the amount of any fine, the

539| department shall consider all of the following factors:

540 1. The gravity of the violation, including the probability

541 that death or serious physical or emotional harm to a patient

542 has resulted, or could have resulted, from the center’s actions

543| or the actions of the physician; the gravity of the action or

544| potential harm; and the nature of the violations of applicable

545 laws or rules.

546 2. Any actions taken by the owner or designated physician

547 to correct the violation.

548 3. Whether any previous violations were committed at the

549 center.

550 4. Any financial benefits derived by the center from

551 committing or continuing to commit the violation.
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(d) Each day a violation continues after the date on which

the department orders a correction of the violation constitutes

an additional, separate, and distinct violation.

(e) The department may impose a fine and, in the case of an

owner-operated office surgery center, revoke or deny a center’s

registration if the center’s designated physician knowingly and

intentionally misrepresents actions taken to correct a

violation.

(f) The department shall impose a fine of $5,000 per day on

an owner or designated physician of an office surgery center

registered under this section who concurrently operates an

unregistered center.

(g) The department shall impose a fine of $10,000 on a new

owner of an office surgery center that requires registration who

fails to register the center upon the change of ownership and

who operates the unregistered center.

(7) RULEMAKING.—

(a) The department may adopt rules to administer the

registration, inspection, and safety of office surgery centers.

(b) The board shall adopt rules specifying training

requirements for all licensed or certified office surgery center

health care practitioners and other health care practitioners

who are not regulated by any board.

Section 4. Section 458.351, Florida Statutes, 1is
republished to read:

458.351 Reports of adverse incidents in office practice
settings.—

(1) Any adverse incident that occurs on or after January 1,

2000, in any office maintained by a physician for the practice

Page 20 of 42

CODING: Words strieken are deletions; words underlined are additions.




Florida Senate - 2019 SB 732

39-00277A-19 2019732
581 of medicine which is not licensed under chapter 395 must be

582 reported to the department in accordance with the provisions of
583| this section.

584 (2) Any physician or other licensee under this chapter

585| practicing in this state must notify the department if the

586| physician or licensee was involved in an adverse incident that
587 occurred on or after January 1, 2000, in any office maintained
588| by a physician for the practice of medicine which is not

589| 1licensed under chapter 395.

590 (3) The required notification to the department must be

591 submitted in writing by certified mail and postmarked within 15
592| days after the occurrence of the adverse incident.

593 (4) For purposes of notification to the department pursuant
594 to this section, the term “adverse incident” means an event over
595| which the physician or licensee could exercise control and which
596 is associated in whole or in part with a medical intervention,
597 rather than the condition for which such intervention occurred,

598 and which results in the following patient injuries:

599 (a) The death of a patient.
600 (b) Brain or spinal damage to a patient.
601 (c) The performance of a surgical procedure on the wrong

602| patient.

603 (d)1. The performance of a wrong-site surgical procedure;
604 2. The performance of a wrong surgical procedure; or
605 3. The surgical repair of damage to a patient resulting

606 from a planned surgical procedure where the damage is not a
607 recognized specific risk as disclosed to the patient and
608 documented through the informed-consent process

609
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610 if it results in: death; brain or spinal damage; permanent
611 disfigurement not to include the incision scar; fracture or
612| dislocation of bones or joints; a limitation of neurological,
613| physical, or sensory function; or any condition that required
614 the transfer of the patient.
615 (e) A procedure to remove unplanned foreign objects
616 remaining from a surgical procedure.
617 (f) Any condition that required the transfer of a patient
618 to a hospital licensed under chapter 395 from an ambulatory
619| surgical center licensed under chapter 395 or any facility or
620 any office maintained by a physician for the practice of
621| medicine which is not licensed under chapter 395.
622 (5) The department shall review each incident and determine
623| whether it potentially involved conduct by a health care
624| professional who is subject to disciplinary action, in which
625 case s. 456.073 applies. Disciplinary action, if any, shall be
626| taken by the board under which the health care professional is
627 licensed.
628 (6) (a) The board shall adopt rules establishing a standard
629 informed consent form that sets forth the recognized specific
630 risks related to cataract surgery. The board must propose such
631 rules within 90 days after the effective date of this
632 subsection.
633 (b) Before formally proposing the rule, the board must
634 consider information from physicians licensed under this chapter
635 or chapter 459 regarding recognized specific risks related to
636 cataract surgery and the standard informed consent forms adopted

637 for use in the medical field by other states.

638 (c) A patient’s informed consent is not executed until the
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patient, or a person authorized by the patient to give consent,
and a competent witness sign the form adopted by the board.

(d) An incident resulting from recognized specific risks
described in the signed consent form is not considered an
adverse incident for purposes of s. 395.0197 and this section.

(e) In a civil action or administrative proceeding against
a physician based on his or her alleged failure to properly
disclose the risks of cataract surgery, a patient’s informed
consent executed as provided in paragraph (c) on the form
adopted by the board is admissible as evidence and creates a
rebuttable presumption that the physician properly disclosed the
risks.

(7) The board may adopt rules to administer this section.

Section 5. Section 459.005, Florida Statutes, is amended to
read:

459.005 Rulemaking authority.—

43> The board has authority to adopt rules pursuant to ss.
120.536(1) and 120.54 to implement the provisions of this

chapter conferring duties upon it.
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performed-

Section 6. Section 459.0138, Florida Statutes, 1s created
to read:

459.0138 Office surgery centers.—

(1) DEFINITIONS.—As used in this section, the term:

(a) “Deep sedation with analgesia” means a drug-induced

depression of consciousness during which all of the following

apply:
1. The patient cannot be easily aroused but responds

purposefully following repeated or painful stimulation.

2. The patient’s ability to independently maintain

ventilatory function may be impaired.

3. The patient may require assistance in maintaining a

patent airway, and spontaneous ventilation may be inadequate.

4. The patient’s cardiovascular function is usually

maintained.

5. The patient’s reflex withdrawal from painful stimulus is

not considered a purposeful response.

(b) “Designated physician” means a physician licensed under

this chapter or chapter 458 who practices at an office surgery

center and who has assumed responsibility for the center’s

compliance with this section and related board rules.

(c) “General anesthesia” means a drug-induced loss of

consciousness administered by an anesthesiologist or a certified

registered nurse anesthetist during which all of the following

apply:
1. The patient is not able to be aroused, even by painful
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697 stimulation.

698 2. The patient’s ability to independently maintain

699| wventilatory function is often impaired.

700 3. The patient has a level of depressed neuromuscular

701 function.

702 4. The patient may require assistance in maintaining a

703| patent airway, and positive pressure ventilation is required.

704 5. The patient’s cardiovascular function may be impaired.

705 (d) “Level I procedure” includes procedures in which the

706| patient’s level of sedation is that of minimal sedation, and

707 controlled substances, as defined in ss. 893.02 and 893.03, are

708 limited to oral administration in doses appropriate for the

709 unsupervised treatment of insomnia, anxiety, or pain. The term

710 includes:

711 1. Minor procedures such as excision of skin lesions,

712| moles, warts, cysts, and lipomas; repair of lacerations; or

713 surgery limited to the skin and subcutaneous tissue performed

714| under topical or regional anesthesia not involving drug-induced

715| alteration of consciousness other than minimal preoperative

716| tranquilization of the patient.

717 2. The incision and drainage of superficial abscesses,

718 limited endoscopies such as proctoscopies, skin biopsies,

719 arthrocentesis, thoracentesis, paracentesis, dilation of

720 urethra, cystoscopic procedures, and closed reduction of simple

721 fractures or small joint dislocations, including, but not

722 limited to, finger and toe joints.

723 (e) “Level II procedure” includes any surgery in which the

724| patient’s level of sedation is that of moderate sedation and

725| analgesia or conscious sedation. The term includes, but is not
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limited to: hemorrhoidectomy, hernia repair, large joint

dislocations, colonoscopy, and liposuction involving the removal

of up to 1,000 cubic centimeters of supernatant fat.

(f) “Level III procedure” includes any surgery in which the

patient’s level of sedation is that of deep sedation with

analgesia, general anesthesia, and spinal, regional, or epidural

anesthesia.

(g) “Minimal sedation” includes anxiolysis and means a

drug-induced state during which all of the following apply:

1. The patient may respond normally to verbal commands.

2. The patient’s cognitive function and physical

coordination may be impaired, while his or her airway reflexes,

ventilation, and cardiovascular functions are unaffected.

(h) “Moderate sedation with analgesia” or “conscious

sedation” are both drug-induced depressions of consciousness and

mean a state of consciousness during which all of the following

apply:
1. The patient responds purposefully to verbal commands,

either alone or accompanied by light tactile stimulation.

2. Interventions are not required to maintain a patent

airway, and spontaneous ventilation is adequate.

3. Cardiovascular function is maintained.

4. Reflex withdrawal from a painful stimulus is not

considered a purposeful response.

(i) “Office surgery” means any manual or operative

procedure, including by use of lasers, performed upon the body

of a living human being for the purposes of preserving health,

diagnosing or curing disease, repairing injury, correcting

deformity or defects, prolonging life, or relieving suffering or
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755 any elective procedure for aesthetic, reconstructive, or

756 cosmetic purposes, to include, but not be limited to: incision

757 or curettage of tissue or an organ; suture or other repair of

758 tissue or an organ, including both a closed and open reduction

759| of a fracture; extraction of tissue, including premature

760 extraction of the products of conception from the uterus;

761 insertion of natural or artificial implants; or an endoscopic

762| procedure with use of local or general anesthetic.

763 (jJ) “Office surgery center” means any facility or office

764| surgery setting, other than a facility licensed under chapter

765 390 or chapter 395, where a physician performs any of the

766 following surgical procedures:

767 1. A level I procedure;

768 2. A level II procedure lasting more than 5 minutes; or
769 3. A level III procedure.

770 (k) “Regional anesthesia” is a drug-induced loss of

771 sensation in a circumscribed region of the body, produced by the

772 application of a regional anesthetic, usually by injection. The

773 term includes, but is not limited to, spinal, epidural, and

774 specific nerve blocks.

775 (1) “Surgery” or “surgical” means any manual or operative

776| procedure, including the use of lasers, performed upon the body

777 of a living human being for the purposes of preserving health,

778 diagnosing or curing disease, repairing injury, correcting

779| deformity or defects, prolonging life, or relieving suffering or

780 any elective procedure for aesthetic, reconstructive, or

781 cosmetic purposes. The term includes, but is not limited to, all

782 of the following: incision or curettage of tissue or an organ;

783 suture or other repair of tissue or an organ, including both a
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784 closed and an open reduction of a fracture; extraction of

785 tissue, including premature extraction of the products of

786| conception from the uterus; insertion of natural or artificial

787 implants; or an endoscopic procedure with use of local,

788| regional, or general anesthetic.

789 (2) CERTIFICATE OF REGISTRATION.—

790 (a) A person who seeks to operate an office surgery center

791| must register the center with the department unless the center

792 is affiliated with an accredited medical school at which

793| training is provided for medical students, residents, or

794 fellows.

795 (b) Each office surgery center must be registered

796 separately, regardless of whether it is operated under the same

797 business name or management as another center. The actual costs

798 of registration, as determined by the department, must be paid

799| by the person seeking to register and operate the center.

800 (c) At the time of registration and thereafter, each office

801 surgery center shall identify to the department a designated

802| physician. Within 10 days after the resignation or termination

803 of its designated physician, a center shall identify to the

804 department the new designated physician. The department may

805 suspend a center’s certificate of registration for failure to

806| comply with this paragraph.

807 (d) The department shall issue a certificate of

808 registration to a qualified applicant who is required to

809 register under this section. The department may not issue a

810 certificate of registration to an office surgery center that is:

811 1. Not fully owned by a physician licensed under this

812 chapter or chapter 458 or a group of physicians licensed under
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this chapter or chapter 458;

2. Not a health care center licensed under part X of

chapter 400; or

3. Owned by or in any contractual or employment

relationship with a physician licensed under this chapter or

chapter 458 who:

a. Has had his or her hospital privileges revoked in the

last 5 years;

b. Does not have a clear and active license with the

department; or

c. Has been the subject of disciplinary action in this

state or in another jurisdiction in the last 5 years for an

offense related to standard of care.

(e) If the department determines that an office surgery

center does not meet the requirements of paragraph (c) or is

owned, directly or indirectly, by a physician whose privileges,

license, or disciplinary status is identified in sub-

subparagraph (d)3.a., sub-subparagraph (d)3.b., or sub-

subparagraph (d)3.c., the department shall revoke the center’s

certificate of registration.

(f) If the center’s certificate of registration is revoked

or suspended, the designated physician of the center shall

ensure that, as appropriate, the owner or lessor of the center

property, the manager, or the proprietor, as of the effective

date of the suspension or revocation:

1. Ceases to operate the facility as an office surgery

center; and

2. Removes any signs and symbols identifying the premises

as an office surgery center.
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842 (g) Upon the effective date of the suspension or

843 revocation, the designated physician of the office surgery

844 center shall advise the department of the disposition of the

845| medicinal drugs located on the premises. Such disposition is

846| subject to the supervision and approval of the department.

847 Medicinal drugs that are purchased or held by a center that is

848 not registered may be deemed adulterated for purposes of s.
849 499.006.
850 (h) When the department suspends the registration of an

851 office surgery center, it shall prescribe an appropriate period

852 of suspension, not to exceed 2 years.

853 (i) If the office surgery center’s registration is revoked,

854 any person named in the registration documents of the center,

855 including the persons who own or operate the center, may not

856 apply, individually or as part of a group, to operate an office

857 surgery center for a period of 5 years after the revocation

858 date.

859 (j) An office surgery center registration may not be

860 transferred to a new owner. If the ownership of a registered

861 office surgery center changes, the new owner must register the

862 center with the department before beginning operation under the

863 new ownership.
864 (3) OFFICE SURGERY CENTER PHYSICIANS; DESIGNATED
865 PHYSICIANS,; PROHIBITION,; REQUIREMENTS.—

866 (a)l. A physician may not practice medicine in an office

867 surgery center that is not registered with the department in

868 compliance with this section.

869 2. A physician may not perform surgical procedures in an

870 office surgery center which may:
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871 a. Result in blood loss of more than 10 percent of

872 estimated blood volume in a patient having a normal hemoglobin

873 level;

874 b. Require major or prolonged intracranial, intrathoracic,

875| abdominal, or major joint replacement procedures, except for

876 laparoscopic procedures; or

877 c. Involve major blood vessels, when such procedure is

878| performed with direct visualization by open exposure of the

879 major vessel, except for percutaneous endovascular intervention;

880 or are generally emergent or life threatening in nature.

881 3. If a physician who practices in an office surgery center

882 determines that the center is not in compliance with subsection

883 (4), he or she must immediately notify the department of such

884 noncompliance.

885 4, A physician who practices in an office surgery center

886| shall notify the board in writing within 10 days after beginning

887 or ending his or her practice at the office surgery center.
888
889| A physician who violates this paragraph is subject to

890 disciplinary action by the board.

891 (b) The designated physician of an office surgery center
892 shall:
893 1. Ensure that the center maintains an ongoing quality

894 assurance program that objectively and systematically monitors

895 and evaluates the quality and appropriateness of patient care,

896| evaluates methods to improve patient care, identifies and

897 corrects deficiencies at the facility, alerts the designated

898| physician to identify and resolve recurring problems, and

899| provides opportunities for the center to improve its performance
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900 and enhance and improve the quality of care provided to the

901| public.

902 2. Establish and document compliance with the quality

903| assurance program which includes at least the following

904 components:

905 a. Identification, investigation, and analysis of the

906| frequency and causes of incidents;

907 b. Identification of trends or patterns of adverse

908 incidents; and

909 c. Development of measures to correct, reduce, minimize, or

910| eliminate the risk of adverse incidents to patients.

911 3. Review, at least quarterly, the quality assurance

912| program.
913 4. Report all adverse incidents to the department as

914| provided in s. 459.026.

915 5. Notify the applicable board in writing of his or her

916 termination of employment within 10 days after such termination.

917 (4) OFFICE SURGERY CENTERS; REQUIREMENTS.—An office surgery
918 center must comply with the following requirements:

919 (a) Facility requirements.—The office surgery center must:

920 1. Be located and operated at a publicly accessible, fixed

921 location.

922 2. Display a sign that clearly identifies the name, hours

923 of operation, and street address of the center. The sign must be

924| prominently displayed in public view.

925 3. Maintain and publicly list a telephone number.

926 4. Provide emergency lighting and for emergency

927 communications.

928 5. Have a reception and waiting area.

Page 32 of 42
CODING: Words strieken are deletions; words underlined are additions.




Florida Senate - 2019 SB 732

39-00277A-19 2019732
929 6. Have a restroom.
930 7. Have an administrative area, including room for storage

931 of medical records, supplies, and equipment.

932 8. Have private patient examination rooms.

933 9. Have treatment rooms, if treatment is being provided to

934 the patients.

935 10. Publicly display a visible printed sign in a

936| conspicuous place in each waiting room which includes the name

937| and contact information of the center’s designated physician and

938 the names of all physicians practicing at the center.

939 11. Comply with ss. 499.0121 and 893.07, if the center
940 stores and dispenses prescription drugs.

941 (b) Infection control requirements.—The center must:
942 1. Maintain equipment and supplies to support infection

943| prevention and control.

944 2. Identify infection risks based on the following:
945 a. Geographic location, community, and population served.
9406 b. The nature of the provided care, treatments, and

947 services.

948 c. An analysis of the center’s infection surveillance and

949 control data.

950 3. Maintain written infection prevention policies and

951| procedures that address prioritized risks and limit the

952 following:

953 a. Unprotected exposure to pathogens.

954 b. The transmission of infections associated with

955 procedures performed at the center.

956 c. The transmission of infections associated with the

957 center’s use of medical equipment, devices, and supplies.
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958 (c) Health and safety requirements.—The center must:
959 1. Maintain its structurally sound buildings and keep its

960 grounds free from health and safety hazards.

961 2. Keep its furniture, appliances, and equipment clean,

962| safe, and in good repair.

963 3. Have evacuation procedures in the event of an emergency.

964 The procedures must provide for the evacuation of patients with

965 disabilities and center employees.

966 4. Have a written facility-specific disaster plan that

967| specifies actions to be taken in the event of the center closing

968| due to unforeseen disasters. The plan must provide for the

969| protection of medical records and any controlled substances.

970 5. Have at least one employee on the premises during

971| patient care hours who is certified in basic life support and

972 trained in reacting to accidents and medical emergencies.

973 6. Have written emergency policies and procedures related

974 to serious anesthesia complications which must be formulated,

975 reviewed annually, practiced, updated, and posted in a

976 conspicuous location. Such procedures must address all of the

977 following conditions:

978 a. Airway blockage and foreign body obstruction;
979 b. Allergic reactions;

980 c. Bradycardia;

981 d. Bronchospasm;

982 e. Cardiac arrest;

983 f. Chest pain;

984 g. Hypoglycemia;

985 h. Hypotension;

986 i. Hypoventilation;
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987 j. Laryngospasm;
988 k. Local anesthetic toxicity reaction; and
989 1. Malignant hyperthermia.
990 (d) Equipment and supplies.—The center must:
991 1. Have the equipment and medications to properly manage

992 and treat a cardiac incident or arrest, including a full and

993 current crash cart with a defibrillator, and, at a minimum, the

994 intravenous or inhaled medications recommended by the American

995| Heart Association Guidelines for CPR & Emergency Cardiovascular

996 Care, as published November 2018, at the location where the

997| anesthetizing is being carried out.

998 2. Store medicines per the manufacturer’s recommendations

999 and note the date on multidose vials once they are opened.

1000 3. Maintain dantrolene on site if halogenated anesthetics

1001 or succinylcholine are used.

1002 4. In terms of general preparation, equipment, and

1003 supplies, be comparable to a freestanding ambulatory surgical

1004 center, including, but not limited to, patient recovery

1005| capability and provisions for proper recordkeeping.

1006 5. Have blood pressure monitoring equipment, EKG, end-tidal

1007| CO2 monitor, pulse oximeter, emergency intubation equipment, and

1008 a temperature monitoring device.

1009 6. Have at least one table capable of trendelenburg,

1010 lithotomy, and other positions necessary to facilitate the

1011 surgical procedure.

1012 (e) Level III office surgery requirements.—

1013 1. A level IITI procedure may not be performed in an office

1014 surgery center unless an anesthesiologist, as defined in s.

1015 458.3475 or s. 459.023, is physically present at the center and
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1016 available at the time of the procedure.

1017 2. For a center in which level III procedures are

1018 performed, either:

1019 a. The center must have a written patient transfer

1020| agreement with a hospital within reasonable proximity to the

1021 center which includes the transfer of the patient’s medical

1022 records held by the center and the treating physician to the

1023 licensed hospital; or

1024 b. The surgeon performing the level III procedure must have

1025| admitting privileges at a hospital within reasonable proximity

10206 to the center.

1027 3. Level III procedures may be performed only on a patient

1028| who is classified under the American Society of

1029| Anesthesiologists’ (ASA) Physical Status Classification System,

1030 as approved on October 15, 2014, as Class I or ITI.

1031 4. All ASA Class II patients above the age of 50 undergoing

1032 a level III office surgery procedure shall have a complete

1033| medical workup performed by the surgeon before the performance

1034 of level III surgery. If the patient has a cardiac history or

1035| has other complicating health conditions, he or she must have a

1036| preoperative EKG and be referred to an appropriate consultant

1037 for medical optimization of the complicating conditions. The

1038 referral to a consultant may be waived after evaluation by the

1039 anesthesiologist to administer or supervise the patient’s

1040 anesthesia.

1041 5. To perform a level III procedure in an office surgery

1042 center, the surgeon must have staff privileges at a licensed

1043| hospital to perform the same level IITI procedure in the hospital

1044 or must be able to document satisfactory completion of training,
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such as board certification or board qualification by a board

approved by the American Board of Medical Specialties or any

other board approved by the Board of Medicine.
(5) INSPECTION.-—

(a) The department shall inspect each office surgery center

annually, including a review of patient records, to ensure that

the center complies with this section and board rule, unless the

center is accredited by a nationally recognized accrediting

agency or an accrediting organization subsequently approved by

the board. The department also may inspect an office surgery

center as necessary to investigate a notification of

noncompliance made by a physician pursuant to subparagraph
(3) (a) 3.
(b) The actual costs of inspection must be paid by the

person who registered and operates the office surgery center.

(c) During an onsite inspection, the department shall make

a reasonable attempt to resolve each violation with the owner or

designated physician of the office surgery center before issuing

a formal written notification.

(d) Any action taken to resolve a violation must be

documented in writing by the owner or designated physician of

the office surgery center and submitted to the department. The

department must verify any correction of the violation in a

subsequent inspection.

(6) ENFORCEMENT.—

(a) The department may revoke an office surgery center’s

certificate of registration and prohibit all physicians

associated with the center from practicing at the center for

failure to comply with this section and rules adopted hereunder.
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(b) The department may impose an administrative fine of up

to $5,000 per violation on an office surgery center for

violations of this section; chapter 499, the Florida Drug and

Cosmetic Act; 21 U.S.C. ss. 301-392, the Federal Food, Drug, and

Cosmetic Act; 21 U.S.C. ss. 821 et seqg., the Comprehensive Drug

Abuse Prevention and Control Act; chapter 893, the Florida

Comprehensive Drug Abuse Prevention and Control Act; or

department rule.

(c) In determining whether to impose a penalty on an office

surgery center, and in determining the amount of any fine, the

department shall consider all of the following factors:

1. The gravity of the violation, including the probability

that death or serious physical or emotional harm to a patient

has resulted, or could have resulted, from the center’s actions

or the actions of the physician; the gravity of the action or

potential harm; and the nature of the violations of applicable

laws or rules.

2. Any actions taken by the owner or designated physician

to correct the violation.

3. Whether any previous violations were committed at the

center.

4. Any financial benefits derived by the center from

committing or continuing to commit the violation.

(d) Each day a violation continues after the date on which

the department orders a correction of the violation constitutes

an additional, separate, and distinct violation.

(e) The department may impose a fine and, in the case of an

owner-operated office surgery center, revoke or deny a center’s

registration if the center’s designated physician knowingly and
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intentionally misrepresents actions taken to correct a

violation.

(f) The department shall impose a fine of $5,000 per day on

an owner or designated physician of an office surgery center

registered under this section who concurrently operates an

unregistered center.

(g) The department shall impose a fine of $10,000 on a new

owner of an office surgery center that requires registration who

fails to register the center upon the change of ownership and

who operates the unregistered center.

(7) RULEMAKING.—

(a) The department may adopt rules to administer the

registration, inspection, and safety of office surgery centers.

(b) The board shall adopt rules specifying training

requirements for all licensed or certified office surgery center

health care practitioners and other health care practitioners

who are not regulated by any board.

Section 7. Section 459.026, Florida Statutes, is
republished to read:

459.026 Reports of adverse incidents in office practice
settings.—

(1) Any adverse incident that occurs on or after January 1,
2000, in any office maintained by an osteopathic physician for
the practice of osteopathic medicine which is not licensed under
chapter 395 must be reported to the department in accordance
with the provisions of this section.

(2) Any osteopathic physician or other licensee under this
chapter practicing in this state must notify the department if

the osteopathic physician or licensee was involved in an adverse
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1132 incident that occurred on or after January 1, 2000, in any
1133 office maintained by an osteopathic physician for the practice
1134| of osteopathic medicine which is not licensed under chapter 395.
1135 (3) The required notification to the department must be
1136| submitted in writing by certified mail and postmarked within 15
1137| days after the occurrence of the adverse incident.
1138 (4) For purposes of notification to the department pursuant
1139 to this section, the term “adverse incident” means an event over
1140| which the physician or licensee could exercise control and which
1141 is associated in whole or in part with a medical intervention,

1142 rather than the condition for which such intervention occurred,

1143 and which results in the following patient injuries:

1144 (a) The death of a patient.
1145 (b) Brain or spinal damage to a patient.
1146 (c) The performance of a surgical procedure on the wrong

1147| patient.

1148 (d)1. The performance of a wrong-site surgical procedure;
1149 2. The performance of a wrong surgical procedure; or
1150 3. The surgical repair of damage to a patient resulting

1151 from a planned surgical procedure where the damage is not a
1152 recognized specific risk as disclosed to the patient and
1153 documented through the informed-consent process

1154
1155 if it results in: death; brain or spinal damage; permanent
1156| disfigurement not to include the incision scar; fracture or
1157 dislocation of bones or joints; a limitation of neurological,
1158| physical, or sensory function; or any condition that required

1159 the transfer of the patient.

1160 (e) A procedure to remove unplanned foreign objects
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1161 remaining from a surgical procedure.
1162 (f) Any condition that required the transfer of a patient
1163 to a hospital licensed under chapter 395 from an ambulatory
1164 surgical center licensed under chapter 395 or any facility or
1165| any office maintained by a physician for the practice of
1166| medicine which is not licensed under chapter 395.
1167 (5) The department shall review each incident and determine
1168 whether it potentially involved conduct by a health care
1169| professional who is subject to disciplinary action, in which
1170 case s. 456.073 applies. Disciplinary action, if any, shall be
1171| taken by the board under which the health care professional is
1172 licensed.
1173 (6) (a) The board shall adopt rules establishing a standard
1174 informed consent form that sets forth the recognized specific
1175 risks related to cataract surgery. The board must propose such
1176 rules within 90 days after the effective date of this
1177 subsection.
1178 (b) Before formally proposing the rule, the board must
1179 consider information from physicians licensed under chapter 458
1180 or this chapter regarding recognized specific risks related to
1181 cataract surgery and the standard informed consent forms adopted
1182 for use in the medical field by other states.
1183 (c) A patient’s informed consent is not executed until the
1184| patient, or a person authorized by the patient to give consent,
1185 and a competent witness sign the form adopted by the board.
1186 (d) An incident resulting from recognized specific risks
1187 described in the signed consent form is not considered an

1188 adverse incident for purposes of s. 395.0197 and this section.

1189 (e) In a civil action or administrative proceeding against
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1190 a physician based on his or her alleged failure to properly
1191 disclose the risks of cataract surgery, a patient’s informed
1192 consent executed as provided in paragraph (c) on the form
1193| adopted by the board is admissible as evidence and creates a
1194 rebuttable presumption that the physician properly disclosed the

1195 risks.

1196 (7) The board may adopt rules to administer this section.
1197 Section 8. This act shall take effect July 1, 2019.
1198
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POLICY ANALYSIS

1. EXECUTIVE SUMMARY

This bill is an act relating to the Health Care Clinic Act and amends the definition of “clinic” to include any entity that
provides health care services and “receives remuneration” for those services, which would include services paid by
cash (not through a third-party payer).

The bill amends the definition of “applicant” for background screening purposes to require an applicant with any
interest in a clinic to have a level two (2) background screening. Also, for background screening purposes, in
addition to the disqualifying offenses already listed in ss. 435.04 and 408.809, F.S., the bill adds that an applicant
may not have an arrest awaiting final disposition for, or have been convicted of, a felony or crime punishable by
imprisonment of one year or more. The bill also requires the Agency for Health Care Administration (AHCA) to
deny a clinic license or clinic license renewal for an applicant who committed an act that resulted in the suspension
or revocation of a clinic license.

The bill adds an administrative fine of $5,000 per day if the medical or clinic director violates s. 400.9935(1)(b), F.S.,
which requires the medical director to ensure that all practitioners providing health care services or supplies to
patients maintain a current active and unencumbered Florida license.

This bill adds an exception from the licensing requirement for rehabilitation agencies, certified under 42 C.F.R. Part
485, subpart H.. The bill provides for an effective date of July 1, 2015.

Because the bill expands the definition of health care clinic, additional clinics will require licensure. It is anticipated
that the number of licensed health care clinics will increase by ten percent requiring four (4) full-time equivalent
(FTE) positions to license, inspect and handle legal actions. The revenues generated by the additional licensees
will pay the majority of the additional staffing costs.

2. SUBSTANTIVE BILL ANALYSIS

1.

PRESENT SITUATION:

The AHCA licenses “health care clinics” as facilities that meet the definition of “clinic” in s. 400.9905(4), F.S. Unless
exempt from licensure, an entity is deemed a “clinic’ and must be licensed, if it meets the definition of “clinic”, as
follows: “Clinic means an entity where health care services are provided to individuals and which tenders charges
for reimbursement for such services, including a mobile clinic and a portable equipment provider.” The AHCA
interprets “...and which tenders charges for reimbursement for such services...” to only include entities that bill third
parties (e.g., Medicare, Medicaid, insurance companies, etc.). Entities that provide health care services and accept
“cash only” for services are excluded from the definition and are not subject to health care clinic licensure. An
applicant with at least five percent or more interest in a clinic is required to have a level two (2) background
screening. Currently, to receive reimbursement under the Florida Motor Vehicle No-Fault Law, ss. 627.730 -
627.7405, F.S. (PIP), an entity excluded from the definition of clinic is required to obtain a health care clinic license.

EFFECT OF THE BILL:

The definition of “health care clinic” is revised to include any entity that receives remuneration for providing health
care services, which will include those clinics that currently accept “cash only.” These clinics would be required to
apply for a health care clinic license.

Section 1. This section amends subsection (4) of s. 400.9905, F.S., (Definitions) to remove language indicating
that a clinic must tenders charges for reimbursement for health care services and adds language indicating that a
clinic must receive remuneration for health care services.

Section 2. This section, which concerns background screening of clinic personnel, revises paragraphs (a) and (b)
of subsection (5) of s. 400.991, F.S., and presents subsection (7). A new subsection (6) is added. In subsection
(5)(a)(2) language is removed indicating that an “applicant” means an individual owning or controlling at least five
percent or more of an interest in the clinic and language is added indicating that an applicant means an individual
who owns or controls any interest in a clinic. Subsection (5)(a)(2) is added to define “convicted” as a finding of guilt,
regardless of adjudication, the acceptance of a plea of nolo contender or guilty by a court, or an adjudication of
delinquency if the record has not been sealed or expunged. Subsection (5)(b) adds that, in addition to the list of
disqualifying offenses listed in ss. 435.04 and 408.809, F.S., an applicant may not have an arrest awaiting final
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disposition for, or have been convicted of, a felony or a crime punishable by imprisonment of one year or more
under state or federal law or the law of any other country. Subsection (6) adds language requiring the AHCA to
deny the application for a clinic license or clinic license renewal by an applicant who has been previously found by
a state or federal regulatory agency or court to have committed an act that resulted in the suspension or revocation
of a clinic license or its equivalent. The bill applies the definitions of “applicant” and “conviction,” as defined in
subsections (5)(a) and (5)(b), only to subsections (5) and (6).

Section 3. This section adds an administrative fine of $5,000 per day if the medical or clinic director violates s.
400.9935(1)(b), F.S., which requires the medical director to ensure that all practitioners providing health care
services or supplies to patients maintain a current active and unencumbered Florida license.

Section 4. This section amends paragraph (h) of subsection (5) of s. 627.736, F.S. The bill adds subsection
(5)(h)(7) which creates an exception from the licensing requirement for rehabilitative agencies, defined in 42 C.F.R.
part 485, subpart H, for purposes of receiving reimbursement under ss. 627.730 - 627.7405, F.S., (PIP).

3. DOES THE LEGISLATION DIRECT OR ALLOW THE AGENCY/BOARD/COMMISSION/DEPARTMENT TO
DEVELOP, ADOPT, OR ELIMINATE RULES, REGULATIONS, POLICIES, OR PROCEDURES? No

If yes, explain: N/A
What is the expected None
impact to the agency’s core
mission?

Rule(s) impacted (provide N/A
references to F.A.C., etc.):

4. WHAT IS THE POSITION OF AFFECTED CITIZENS OR STAKEHOLDER GROUPS?

List any known proponents | None known
and opponents:

Provide a summary of the None known
proponents’ and opponents’
positions:

5. ARE THERE ANY REPORTS OR STUDIES REQUIRED BY THIS BILL? No

If yes, provide a N/A
description:

Date Due: N/A
Bill Section Number: N/A
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6. ARE THERE ANY GUBERNATORIAL APPOINTMENTS OR CHANGES TO EXISTING BOARDS, TASK
FORCES, COUNCILS, COMMISSION, ETC. REQUIRED BY THIS BILL? No

Board: N/A

Board Purpose: N/A

Who Appointments: N/A

Appointee Term: N/A

Changes: N/A

Bill Section Number(s): N/A

FISCAL ANALYSIS

1. WHAT IS THE FISCAL IMPACT TO LOCAL GOVERNMENT? None

Revenues: None are projected.

Expenditures: None are projected.

Does the legislation No

increase local taxes or

fees?

If yes, does the legislation N/A
provide for a local
referendum or local
governing body public vote
prior to implementation of
the tax or fee increase?

2. WHAT IS THE FISCAL IMPACT TO STATE GOVERNMENT?
The licensure workload is expected to increase by ten percent requiring four (4) FTE positions to manage the
program. The licensure fees will substantially cover the cost of the additional staff. Existing resources can absorb
the difference.

Revenues: Revenues for AHCA are calculated at $2,000 per license application and $100
per exemption application — an estimated 250 clinics that will be required to be
licensed over a two year period — a ten percent increase from revenues
currently as follows:

Year 1 - $177,900
Year 2 - $175,800
Year 3 - $177,900
Expenditures: Costs for AHCA will increase as follows:
Year 1 - $234,499
Year 2 - $217,447
Year 3 - $217,447

Does the legislation contain | No
a State Government
appropriation?

If yes, was this N/A
appropriated last year?
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Year 1 Year 2 Year 3
FISCAL IMPACT: (FY 2015-16) (FY 2016-17) (FY 2017-18)
"1, Non-Recurring Impact:
Expenditures:
Expense (Agency Standard Expense Package)
Professional Staff 4.00 @ $ 4263 $ 17,052
Total Non-Recurring Expense 4.00 $ 17,052
Operating Capital Outlay (Agency Standard Operating Capital Outlay Package)
Total Operating Capital Outlay $ =
Total Non-Recurring Expenditures $ 17,052
"o Recurring Impact:
Revenues:
License fee $ 177,900 $ 175,800 $ 177,900
Total Recurring Revenues $ 177,900 $ 175800 $ 177,900
Expenditures:
Class Pay
Salaries Code FETEs Grade Rate
Health Senices & Facility Consu5894  1.50 24 61659 $ 75330 $ 75330 $ 75,330
Health Facility Evaluator Il 5620 2.00 21 69,268 84,627 84,627 84,627
Senior Attorney 7738  0.50 230 25,913 31,658 31,658 31,658
Total Salary and Benefits 4.00 156,840 $ 191,615 $ 191,615 $ 191,615
OPS ETEs
Total OPS 0.00 $ - $ - $ =
Expenses
Pr(_)f_essional Staff 4.00 @ $ 6,104 $ 24416 $ 24,416 $ 24,416
Total Expenses $ 24,416 $ 24,416 $ 24,416
Human Resources Services
FTE Positions 4.00 @ $ 354 % 1,416 $ 1,416 $ 1,416
Total Human Resources Services $ 1,416 $ 1,416 $ 1,416
Special Categories/Contracted Services
Total Special Categories/Contracted Services $ = = =
Total Recurring Expenditures $ 217,447 $ 217,447 $ 217,447
" 3. Total Revenues and Expenditures:
Sub-Total Recurring Revenues $ 177,900 $ 175800 $ 177,900
Total Revenues $ 177,900 $ 175,800 $ 177,900
Sub-Total Non-Recurring Expenditures $ 17,052 $ - $ =
Sub-Total Recurring Expenditures 217,447 217,447 217,447
Total Expenditures $ 234,499 $ 217,447 $ 217,447
Net Impact (Total Revenues minus Total Expenditures) $ (56,599) $ (41,647) $ (39,547)
"4. Net Impact (By Fund)
Health Care Trust Fund (2003) $ (56,599) $ (41,647) $ (39,547)
Net Impact (By Fund) $ (56,599) $ (41,647) $ (39,547)
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3. WHAT IS THE FISCAL IMPACT TO THE PRIVATE SECTOR?

Revenues: None are projected
Expenditures: License fee of $2,000
Other: N/A

4. DOES THE BILL INCREASE OR DECREASE TAXES, FEES, OR FINES?

Does the bill increase The bill requires licensure (and a license fee of $2,000) for facilities that meet
taxes, fees or fines? the definition of health care clinic.
Does the bill decrease No

taxes, fees or fines?

What is the impact of the $2,000 per entity
increase or decrease?

Bill Section Number: Section 1

TECHNOLOGY IMPACT

Does the legislation impact | No
the agency’s technology
systems (i.e., IT support,
licensing software, data

storage, etc.)?

If yes, describe the N/A
anticipated impact to the
agency including any fiscal
impact.

FEDERAL IMPACT

Does the legislation have a | No
federal impact (i.e. federal
compliance, federal funding,
federal agency involvement,
etc.)?

If yes, describe the N/A
anticipated impact including
any fiscal impact.

ADDITIONAL COMMENTS
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LEGAL - GENERAL COUNSEL’S OFFICE REVIEW

Issues/concerns/comments | e None
and recommended action:
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Summary:

SB 1124 amends s. 465.019, F.S., to authorize individuals licensed to prescribe medicinal drugs
to dispense a 48-hour supply, rather than a 24-hour supply, of medicinal drugs to any patient of a
hospital emergency department, including a discharged patient, that operates a Class Il or Class
I11 institutional pharmacy with a community pharmacy permit from the Department of Health
(DOH), under certain circumstances.

The effective date of the bill is July 1, 2019.
Il. Present Situation:
Medicinal Prescribing and Dispensing Practitioners

There are several professions in Florida that have prescriptive authority at various levels,
including:

Allopathic physicians;

Osteopathic physicians;

Podiatrists;

Dentists;

Advanced registered nurse practitioners;!

Physician assistants;? and

Pharmacists.®

! See s. 464.012(3)(a), F.S.
2 See ss. 458.347 (4)(e)4., and 459.022(4)(e)4., F.S.
3 See s. 465.186, F.S. and Fla. Admin. Code R. 64B8-36.001 (2019).
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A person may not dispense medicinal drugs unless licensed as a pharmacist, except that a
practitioner authorized by law to prescribe drugs may dispense medicinal drugs to his or her
patients in the regular course of her or his practice.* A practitioner who dispenses medicinal
drugs for human consumption for fee or remuneration of any kind, whether directly or indirectly,
must:

e Register with her or his professional licensing board as a dispensing practitioner and pay a
board-established fee at the time of such registration and upon each renewal of his or her
license;

e Comply with, and be subject to, all laws and rules applicable to pharmacists and pharmacies,
including, but not limited to, chs. 456, 499 and 893, F.S., and all applicable federal laws and
federal regulations; and

e Give each patient a written prescription and, orally or in writing, advise the patient that the
prescription may be filled in the practitioner’s office or at any pharmacy, before dispensing
any drug.®

Pharmacy

The practice of pharmacy and the licensure of pharmacies are regulated by ch. 465, F.S. The

“practice of the profession of pharmacy” includes:

e Compounding, dispensing, and consulting the consumer concerning the contents, therapeutic
values, and uses of any medicinal (prescription)® drug; and

e Other pharmaceutical services.”®

The Board of Pharmacy

The Board of Pharmacy (Board) is created within the DOH and is authorized to make rules to
regulate the practice of professional pharmacy in pharmacies meeting minimum requirements for
safe practice.® All pharmacies must obtain a permit before operating, unless exempt by law. This
is true whether opening a new establishment or simply changing locations or owners.°

The Practice of Pharmacy

There are seven types of pharmacies eligible for various operating permits issued by the DOH:

# Section 465.0276, F.S.

5 Section 465.0276(2), F.S.

& Under s. 465.003(8), F.S., “medicinal drugs” means substances commonly known as “prescription” or “legend” drugs
required by law to be dispensed by prescription only.

7 Section 465.003(13), F.S.

8 In the context of pharmacy practice, “other pharmaceutical services” means the monitoring of the patient’s drug therapy and
assisting the patient in the management of his or her drug therapy, and includes review of the patient’s drug therapy and
communication with the patient’s prescribing health care provider as licensed under chs. 458, 459, 461, or 466, F.S., or
similar statutory provision in another jurisdiction, or such provider’s agent or such other persons as specifically authorized by
the patient, regarding the drug therapy. The “practice of the profession of pharmacy” also includes any other act, service,
operation, research, or transaction incidental to, or forming a part of, any of the foregoing acts, requiring, involving, or
employing the science or art of any branch of the pharmaceutical profession, study, or training, expressly permits a
pharmacist to transmit information from persons authorized to prescribe medicinal drugs to their patients, and includes the
administration of vaccines to adults. Section 465.003(13), F.S.

% Sections 465.002, and 465.0155, F.S.

10 See Fla. Admin. Code R. 64B16-28.100(1) (2019).
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e Community pharmacy;*!

e Institutional pharmacy;*?

e Nuclear pharmacy;*®

e Special pharmacy;*

e Internet pharmacy;®®

e Non-resident sterile compounding pharmacy;® and
e Special sterile compounding pharmacy.!’

Institutional Pharmacies

An “institutional pharmacy” includes any pharmacy located in a health care institution, which
includes a hospital, clinic, nursing home, dispensary, sanitarium, extended care facility, or other
facility where medicinal drugs are compounded, dispensed, stored, or sold.® Institutional
pharmacy permits are required for any pharmacy located in any health care institution.*®

All institutional pharmacies must designate a consultant pharmacist?® who is responsible for
maintaining all drug records required by law, and for establishing drug handling procedures for
the safe handling and storage of drugs. The consultant pharmacist may also be responsible for
ordering and evaluating any laboratory or clinical tests when such tests are necessary for the
proper performance of his or her responsibilities.?! Such laboratory or clinical tests may be
ordered only with regard to patients residing in a nursing home, and then only when authorized
by the facility’s medical director. The consultant pharmacist must complete additional training
and demonstrate additional qualifications in the practice of institutional pharmacy, as required by
the board, and be licensed as a registered pharmacist.?>%3

11 The term “community pharmacy” includes every location where medicinal drugs are compounded, dispensed, stored, or
sold or where prescriptions are filled or dispensed on an outpatient basis. See ss. 465.003(11)(a)1. and 465.018, F.S.

12 See ss. 465.003(11)(a)2. and 465.019, F.S.

13 The term “nuclear pharmacy” includes every location where radioactive drugs and chemicals within the classification of
medicinal drugs are compounded, dispensed, stored, or sold, but does not include hospitals licensed under ch. 395, F.S., or
the nuclear medicine facilities of such hospitals. See ss. 465.003(11)(a)3. and 465.0193, F.S.

14 The term “special pharmacy” includes every location where medicinal drugs are compounded, dispensed, stored, or sold if
such locations are not otherwise defined by law. See ss. 465.003(11)(a)4. and 465.0196, F.S.

15 The term “internet pharmacy” includes locations not otherwise licensed or issued a permit under ch. 465, F.S., whether or
not in Florida, which use the Internet to communicate with or obtain information from consumers in this state and use such
communication or information to fill or refill prescriptions or to dispense, distribute, or otherwise engage in the practice of
pharmacy in this state. See ss. 465.003(11)(a)5. and 465.0197, F.S.

16 The term “nonresident sterile compounding pharmacy” includes a pharmacy that ships, mails, delivers, or dispenses, in any
manner, a compounded sterile product into Florida, and a nonresident pharmacy registered under s. 465.0156, F.S., or an
outsourcing facility, must hold a nonresident sterile compounding permit. See s. 465.0158, F.S.

17 See Fla. Admin. Code R. 64B16-28.100 and 64B16-28.802 (2019). An outsourcing facility is considered a pharmacy and
must hold a special sterile compounding permit if it engages in sterile compounding.

18 Section 465.003(11)(a)2., F.S.

19 See Fla. Admin. Code R. 64B16-28.100(3) (2019).

20 See ss. 465.003(11), and 465.0125, F.S.

2 d.

22 Section 465.0125, F.S.

2 As required by Fla. Admin. Code R. 64B16-28.501(1), (2), and (3) (2019), the consultant pharmacist must also “conduct
Drug Regimen Reviews required by Federal or State law, inspect the facility and prepare a written report to be filed at the
permitted facility at least monthly, . . . monitor the facility system for providing medication administration records and
physician order sheets to ensure that the most current record of medications is available for the monthly drug regimen review,
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Currently there are four types of institutional pharmacy permits issued by the Board to
institutional pharmacies: Institutional Class 1, Class 11, Modified Class 11, and Class 111.%

Institutional Class | Pharmacy

A Class I institutional pharmacy is an institutional pharmacy in which all medicinal drugs are
administered from individual prescription containers to an individual patient; and in which
medicinal drugs are not dispensed on the premises, except licensed nursing homes? may
purchase medical oxygen for administration to residents.?

Institutional Class Il Pharmacy

A Class Il institutional pharmacy is a pharmacy that employs the services of a registered
pharmacist or pharmacists who, in practicing institutional pharmacy, provide dispensing and
consulting services on the premises to patients of the institution, for use on the premises of the
institution.?” A Class Il institutional pharmacy is required to be open sufficient hours to meet the
needs of the hospital facility.?® The consultant pharmacist of record is responsible for
establishing a written policy and procedure manual.?® An institutional Class 11 pharmacy may
elect to participate in the Cancer Drug Donation Program within the Department of Business and
Professional Regulation.*

Modified Institutional Class 11 Pharmacy Permits

Modified Institutional Class Il pharmacies are those institutional pharmacies in short-term,
primary care treatment centers that meet all the requirements for a Class Il permit, except space
and equipment requirements.! Modified Class Il Institutional pharmacies are designated as
Type A, Type B, and Type C according to the specialized type of the medicinal drug delivery
system utilized at the facility, either a patient-specific or bulk drug system, and the quantity of
the medicinal drug formulary at the facility.

and may utilize additional consultant pharmacists to assist in this review and in the monthly facility inspection.” A licensed
consultant pharmacist may “remotely access a facility or pharmacy’s electronic database from outside the facility or
pharmacy to conduct any services additional or supplemental to regular drug regimen reviews, subject to the pharmacy or
facility establishing policies and procedures to ensure the security and privacy of confidential patient records, including
compliance with applicable Federal HIPAA regulations.” The Board must be notified in writing within ten days of any
change in the consultant pharmacist of record, pursuant to Fla. Admin. Code R. 64B16-28.100(3)(b) (2019).

24 Section 465.019, F.S.

25 See part 11, ch. 400, F.S., relating to nursing homes.

26 Section 465.019(2)(a), F.S.

27 See s. 565.019(2)(b), F.S. Exceptions apply when there is a state of emergency and for single doses of a drug ordered by
physicians under limited circumstances.

28 See Fla. Admin. Code R. 64B16-28.603 (2019).

2 See s. 465.019(5), F.S.

30 See s. 499.029, F.S., relating to the Cancer Drug Donation Program Act.

31 See s. 465.019(2)(c), F.S.

32 See Fla. Admin. Code R. 64B16-28.702(2), (2019). Modified Class Il Institutional Pharmacies and provide the following
pharmacy services: 1) Type “A” Modified Class II Institutional Pharmacies provide pharmacy services in a facility which has
a formulary of not more than 15 medicinal drugs, excluding those medicinal drugs contained in an emergency box, and in
which the medicinal drugs are stored in bulk and in which the consultant pharmacist provides on-site consultations not less
than once every month, unless otherwise directed by the Board after review of the policy and procedure manual; 2) Type “B”
Modified Class Il Institutional Pharmacies provide pharmacy services in a facility in which medicinal drugs are stored in the
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All Modified Class Il institutional pharmacies must be under the control and supervision of a
certified consultant pharmacist. The consultant pharmacist of record is responsible for
developing and maintaining a current policy and procedure manual. The permittee must make
available the policy and procedure manual to the appropriate state or federal agencies upon
inspection.®®

Institutional Class 111 Pharmacies

Class Il institutional pharmacies are those pharmacies, including central distribution facilities,

affiliated with a hospital that provide the same services that are authorized by a Class Il

institutional pharmacy permit. Class Il institutional pharmacies may also:

e Dispense, distribute, compound, and fill prescriptions for medicinal drugs;

e Prepare prepackaged drug products;

e Conduct other pharmaceutical services for the affiliated hospital and for entities under
common control that are each permitted under ch. 465, F.S., to possess medicinal drugs; and

e Provide the services in Class I institutional pharmacies, Class Il institutional pharmacies, and
Modified Class Il institutional pharmacies which hold an active health care clinic
establishment permit.343°

A Class Il institutional pharmacy must also maintain policies and procedures addressing the

following:

e Safe practices for the preparation, dispensing, prepackaging, distribution, and transportation
of medicinal drugs and prepackaged drug products;

e Recordkeeping to monitor the movement, distribution, and transportation of medicinal drugs
and prepackaged drug products;

e Recordkeeping of pharmacy staff responsible for each step in the preparation, dispensing,
prepackaging, transportation, and distribution of medicinal drugs and prepackaged drug
products; and

e Medicinal drugs and prepackaged drug products that may not be safely distributed among
Class 11 institutional pharmacies.®

Class Il Institutional pharmacies are permitted to dispense medicinal drugs to outpatients only
when that institution has been issued a community pharmacy permit from the DOH. An
individual licensed to prescribe medicinal drugs may dispense up to a 24-hour supply of a
medicinal drug to any patient of an emergency department of a hospital that operates a Class Il
or Class Il institutional pharmacy, provided that the physician treating the patient in such
hospital’s emergency department determines the following:

facility in patient specific form and in bulk form and which has an expanded drug formulary, and in which the consultant
pharmacist provides on-site consultations not less than once per month, unless otherwise directed by the Board after review
of the policy and procedure manual; and 3) Type “C” Modified Class II Institutional Pharmacies provide pharmacy services
in a facility in which medicinal drugs are stored in the facility in patient specific form and which has an expanded drug
formulary, and in which the consultant pharmacist provides onsite consultations not less than once per month, unless
otherwise directed by the Board after review of the policy and procedure manual.

33 See Florida Board of Pharmacy, Institutional Pharmacy Permit http://floridaspharmacy.gov/licensing/institutional-
pharmacy-permit/ (last visited Feb. 19, 2019).

34 Section 465.019(2)(d)1., F.S.

% See s. 499.01(2)(r), F.S.

3 Section 465.019(d)2., F.S.
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e The medicinal drug is warranted; and

e Community pharmacy services are not readily accessible, geographically or otherwise, to the
patient.’

Such dispensing from the emergency department must be in accordance with the procedures of
the hospital. For any such patient for whom a medicinal drug is warranted for a period to exceed
24 hours, an individual licensed to prescribe such drug must dispense a 24-hour supply of such
drug to the patient and must provide the patient with a prescription for the drug for use after the
initial 24-hour period.®

Effect of Proposed Changes:

The bill permits an individual, licensed to prescribe medicinal drugs to dispense up to a 48-hour

supply, rather than 24-hour supply, of medicinal drugs to any patient of a hospital emergency

department, as well as a patient discharged from the emergency department, that operates a Class

Il or Class Il institutional pharmacy with a community pharmacy permit from the DOH, if the

physician treating the patient makes the following determinations:

e The medicinal drug is warranted; and

e Community pharmacy services are not readily accessible to the patient, geographically or
otherwise.

Any dispensing from the emergency department that operates a Class 11 or Class 11 institutional
pharmacy with a community pharmacy permit, to any patient, including a discharged patient,
must be done in accordance with hospital procedures. For any patients prescribed a medicinal
drug for a period of longer than 48 hours, the individual prescribing the drug must dispense a 48-
hour supply to the patient and also provide the patient with a prescription for the drug for use
after the initial 48-hours. The board may adopt rules necessary to carry out these provisions.

This act shall take effect July 1, 2019.
Constitutional Issues:

A. Municipality/County Mandates Restrictions:

None.

B. Public Records/Open Meetings Issues:
None.

C. Trust Funds Restrictions:
None.

37 Section 465.019(4), F.S.

®1d.
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D. State Tax or Fee Increases:
None.

E. Other Constitutional Issues:
None.

V. Fiscal Impact Statement:
A. Tax/Fee Issues:
None.
B. Private Sector Impact:
None.
C. Government Sector Impact:
None.
VI. Technical Deficiencies:
None.
VII. Related Issues:
None.
VIII. Statutes Affected:
This bill substantially amends section 465.019 of the Florida Statutes.

IX. Additional Information:

A. Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)
None.

B. Amendments:
None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.




0 J o oo w N

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
277
28
29

Florida Senate - 2019 SB 1124

By Senator Harrell

25-01771-19 20191124
A bill to be entitled
An act relating to dispensing medicinal drugs;
amending s. 465.019, F.S.; authorizing individuals
licensed to prescribe medicinal drugs to dispense a
48-hour supply, rather than a 24-hour supply, of such
drugs to any patient, including a discharged patient,
under certain circumstances; providing an effective

date.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Subsection (4) of section 465.019, Florida
Statutes, 1is amended to read:

465.019 Institutional pharmacies; permits.—

(4) Medicinal drugs shall be dispensed in an institutional
pharmacy to outpatients only when that institution has secured a
community pharmacy permit from the department. However, an
individual licensed to prescribe medicinal drugs in this state
may dispense up to a 48-hour 24—hkewr supply of a medicinal drug

to any patient of, or patient discharged from, an emergency

department of a hospital that operates a Class II or Class III
institutional pharmacy, provided that the physician treating the
patient in such hospital’s emergency department or the

discharged patient determines that the medicinal drug is

warranted and that community pharmacy services are not readily
accessible, geographically or otherwise, to the patient. Such

dispensing from the emergency department to any patient,

including a discharged patient, must be in accordance with the

procedures of the hospital. For any such patient for whom a

Page 1 of 2
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25-01771-19 20191124
medicinal drug is warranted for a period to exceed 48 24 hours,
an individual licensed to prescribe such drug must dispense a
48-hour 24-khewr supply of such drug to the patient and must
provide the patient with a prescription for such drug for use
after the initial 48-hour 24-heuwr period. The board may adopt
rules necessary to carry out the provisions of this subsection.

Section 2. This act shall take effect July 1, 2019.

Page 2 of 2
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Summary:

SB 1126 amends s. 395.1055, F.S., and modifies the authority and duties of the Pediatric Cardiac
Technical Advisory Panel (panel) by:

Authorizing travel reimbursement for panel members.

Adding three alternate, non-voting panel members affiliated with three different programs.
Establishing a maximum term limit of two 2-year terms, but allowing a panel member to
return after a full 2-year retirement period.

Providing civil and criminal immunity for panel members relating to events resulting from
good faith performance of duties that are assigned to them.

Requiring the Secretary of the Agency for Health Care Administration (AHCA) to consult
with and receive a recommendation from the panel for all certificate of need applications to
establish pediatric surgical centers.

Permitting the AHCA Secretary to request panel members to conduct announced or
unannounced site visits to any existing pediatric cardiac facility or a facility seeking such a
license, to ensure compliance.

Allowing panel members, at the request of the AHCA Secretary, to recommend in-state
physician experts and up to two out-of-state physician experts for such visits.

Providing parameters for site visit inspections and contents of site visit reports.

Requiring Department of Health, State Surgeon General to provide quarterly data on critical
congenital heart disease to AHCA Secretary for panel review.

The fiscal impact of the bill is indeterminate and will depend on the number of site visits and
inspections requested by the AHCA Secretary and travel requests of the panel Members.

The effective date of the bill is July 1, 2019.
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1. Present Situation:
Children’s Medical Services

Children’s Medical Services (CMS) is a group of programs administered by the Department of
Health (DOH) that serve children with special health care needs. Within CMS, individual
services and health care programs are designed to address specific conditions or family needs,
such as the newborn screening program under ss. 383.14 and 383.145, F.S., early intervention
screenings under the Early Steps program as established in s. 391.301, F.S., or the more
comprehensive CMS Managed Care Plan described in ss. 391.055 and 409.974(4), F.S. To be
eligible for these programs, children must meet designated eligibility criteria that usually include
both a clinical determination and a financial eligibility requirement.

CMS is created under ch. 391, F.S., and divided into three parts: Part | (General Provisions),
Part II (Children’s Medical Services Councils and Panels), and Part III (Developmental
Evaluation and Intervention Programs).

The State Surgeon General has general authority under s. 391.223, F.S., to establish technical
advisory panels to assist with the development of specific policies and procedures for the
Children’s Medical Services program.

Children’s Medical Services Managed Care Plan Advisory Panel

In September 2015, the State Surgeon General created a Children’s Medical Services Managed
Care Plan Advisory Panel to advise the DOH as it transited from a direct service provider
network to a managed care plan.! The panel includes pediatricians, pediatric specialists, parents
of children with special health care needs, representatives from managed health care plans, and
academic health care centers. Members of the panel are appointed to serve one-year terms. The
creating document for the panel entitles members to per diem and reimbursement of travel
expenses pursuant s. 113.061, F.S., and meetings were to be held upon the call of the Surgeon
General, CMS Plan President, or CMS Plan Chief Executive Officer.? No meetings of the panel
are currently scheduled.?

Repeal of the Cardiac Advisory Council

Prior to the 2001 Regular Session, a Cardiac Advisory Council in the Division of Children’s
Medical Services existed.* The council was appointed by the DOH Secretary and included eight
members with technical expertise in cardiac medicine who were charged with:

e Recommending standards for personnel and facilities rendering cardiac services.

! Fla. Dep’t of Health, Department of Health announces creation of Children’s Medical Services Managed Care Plan
Advisory Panel (Sept. 21, 2015), available at http://www.floridahealth.gov/newsroom/2015/09/092115-cms-tap.html (last
visited Mar. 5, 2019).

2 Fla. Dep’t of Health, Creation of the Children’s Medical Services Managed Care Plan Technical Advisory Panel (Sept. 21,
2015), available at http://www.floridahealth.gov/ documents/cms-plan-tap.pdf (last visited Mar. 5, 2019).

% Fla. Dep’t of Health, CMS Plan Technical Advisory Panel, http://www.floridahealth.gov/programs-and-services/childrens-
health/cms-plan/tap/index.html (last visited Mar. 5, 2019).

4 See s. 391.222, F.S. (2000).
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e Receiving reports of the periodic review of cardiac personnel and facilities to determine if
established standards of care for cardiac care are met.

e Making recommendations to the director as to the approval or disapproval of reviewed
personnel and facilities.

e Providing input on all aspects of the Children’s Medical Services Network cardiac program,
including the rulemaking process.®

The statute was repealed effective June 30, 2001, as part of an exhaustive review of more than
three dozen boards, committees, committees, and councils to determine whether to continue or
abolish each entity.® The DOH recommended the repeal of the council and indicated it would
absorb the council’s functions in 2001.7

Department of Health Repeal of Rule 64C-4.003, F.A.C.

Rule 64C-4.003, F.A.C., established and incorporated by reference quality assurance standards
and criteria for the approval and operation of CMS pediatric cardiac facilities. On October 12,
2015, the DOH proposed the repeal of that rule after determining that it did not have the statutory
authority to establish the standards, inspect the facilities, or prepare inspection reports for the
technical advisory panel to review as provided for under the rule.® A group of CMS participants
who require cardiac care services believed the repeal of the rule would affect their interests and
were concerned that without the standards created in the rule, the quality of care available to
them under the CMS program would be reduced. Several affected parties filed an administrative
challenge through the Division of Administrative Hearings (DOAH).®

A final administrative hearing was held on November 20 and 23, 2015, and a Final Order was
issued on December 16, 2015. On January 9, 2017, the DOH published A Notice of Disposition
in the Florida Administrative Register adopting the ruling in the DOAH Final Order. The notice
stated that in the case of W.D., C.V., K.E., and K.M. vs. Department of Health, Case No. 15-
6009RP; Rule 64C-4.003.

Petitioners lacked standing to challenge the proposed repeal of a rule that would
deregulate certain cardiac facilities, because no real or immediate injury was shown, and
because common good such as quality health care is not within the zone of interest.°

The Petitioners appealed DOAH’s final order in both the First and Third District Courts of
Appeal. The case was voluntarily dismissed at the First District Court of Appeal on February 15,
2016, and, in the Third District Court of Appeal, the court affirmed the findings of the DOAH
administrative law judge and dismissed the petition for lack of jurisdiction.!! The rule was

°1d.

6 Chapter 2001-89, s. 27, Laws of Fla.

7 Senate Committee on Governmental Oversight and Productivity, CS/SB 1410 Staff Analysis and Fiscal Impact Statement,
(March 28, 2001), pg. 9, http://archive.flsenate.gov/data/session/2001/Senate/bills/analysis/pdf/2001s1410.g0.pdf (last visited
Mar. 6, 2019).

8Vol. 43, Fla. Admin. Register 145 (Aug. 28, 2017).

% See W.D., C.V., and K.M. v. Dep’t of Health, Case No. 15-6009RP (Fla. DOAH 2015).

10 vol. 43, Admin. Register 145 (Jan. 9, 2017).

11 K.M. v. Dep 't of Health, 237 So. 3d 1084 (Fla. 3d DCA 2017).
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effectively repealed March 20, 2018, 90 days after the disposition date from the Third District
Court of Appeal.

Current Standards for Pediatric Cardiac Services

Hospital facilities are regulated by the AHCA under ch. 395, F.S., and the general licensure
provisions of ch. 408, F.S. Hospitals are also subject to the certificate of need (CON) provisions
in Part | of ch. 408, F.S.

A CON is a written statement issued by the AHCA evidencing community need for a new,
converted, expanded, or otherwise significantly modified health care facility or health service.
Certain specialty programs offered within a hospital may also be subject to a CON process as
prescribed by statute. Under s. 408.036, F.S., all health-care-related projects described in that
section are subject to review and must file a CON application with the AHCA unless specifically
exempted from the process. Examples of covered health-care-related projects include hospice
services, skilled nursing facilities, intermediate care facilities for the developmentally disabled,
organ transplantation, and neonatal intensive care unit level 1l and level I11. Programs for both
pediatric cardiac catheterization and pediatric open heart surgery fall under paragraph (1)(f) of the
section: the establishment of tertiary health services, including inpatient comprehensive
rehabilitation services.?

The AHCA has four batching cycle per calendar year for CON, and the cycles are segmented into
cycles for just hospital beds and cycles for Other Beds and Programs.*® If requested, a public
hearing may be held on a CON application if either the applicant or other interested parties
request such a hearing.

For some CON projects, the AHCA will publish a Fixed Need Pool for the service which projects
the expected need over a specified period of time in a designated area.** The minimum base filing
fee for an application is $10,000. In addition to the base filing fee, the fee shall also include
$0.015 of each dollar of any proposed expenditure, except that no fee shall exceed $50,000.°
Applications are reviewed on a comparative basis.

Pediatric Open Heart Surgery Programs

Pediatric open heart surgery programs are regulated through the CON process and an existing
rule governs the program under Rule 59C-1.033, F.AC. The administrative rule establishes five
service areas, defines the pediatric patient as those patients under 15 years of age, and what
services are included in a pediatric open heart surgery program. To be considered for an open
heart surgery program, the rule requires that a facility must be able to, at a minimum:

e Repair or replace heart valves.

e Repair congenital heart defects.

e Perform cardiac revascularization.

12 See s. 408.036(1)(f), F.S. (2018) and Rule 59C-1.004, F.A.C.

13 Agency for Health Care Administration, Certificate of Need Program Overview,
https://ahca.myflorida.com/MCHQ/CON_FA/index.shtml (last visited Mar. 7, 2019).
14 Rule 59C-1.008(2), F.A.C.

15 Rule 59C-1.008(3), F.A.C.
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Repair or reconstruct intrathoracic vessels.
Treat cardiac trauma.

A health care facility that performs pediatric open heart surgery must also provide these
additional services:

Cardiology, hematology, nephrology, pulmonary medicine, and treatment of infectious
diseases.

Pathology, including anatomical, clinical blood bank and coagulation laboratory services.
Anesthesiology, including respiratory therapy.

Radiology, including diagnostic nuclear medicine and magnetic resonance imaging studies.
Neurology.

Inpatient cardiac catheterization.

Non-invasive cardiographics, including electrocardiography, exercise stress testing,
transthoracic and transesophageal echocardiography.

Intensive care.

Emergency care available 24 hours per day for cardiac emergencies.

Extracorporeal life support (ECLS).

The pediatric open heart surgery team must be available for elective open heart surgery eight
hours per day, five days per week and be available for rapid mobilization for emergency cases
24 hours a day, seven days per week. Rapid mobilization means a waiting period for surgery of a
maximum of two hours.®

For pediatric open heart surgery, any CON applicant must document an adequate number of the
following properly trained personnel that can perform during surgery:

A cardiovascular surgeon, board certified by the American Board of Thoracic Surgery, or
board eligible.

A physician to assist the operating surgeon.

A board certified or board eligible anesthesiologist trained in open heart surgery.

A registered nurse or certified operating room technician trained to serve in open heart
surgery operations and perform circulating duties.

A perfusionist to perform extracorporeal perfusion, or a physician or specially trained nurse,
technician, or physician assistant under the supervision of the operating surgeon to operate
the heart-lung machine.’

Follow-up care after open heart surgery must be provided in an intensive care unit that provides
24 hour nursing coverage with a nurse-to-patient ratio of no less than one nurse for every two
patients for the first hours of post-operative care. The facility must have at least one board-
certified or board-eligible pediatric cardiac surgeon on the staff of the hospital seeking the CON
for a pediatric open heart surgery.'® Back-up personnel must be available for consultation to the
surgical team, including a clinical cardiologist, cardiologist, anesthesiologist, pathologist,
thoracic surgeon, and radiologist.

16 Rule 59C-1.033(4)(b), F.A.C.
17 Rule 59C-1.033(5)(a), F.A.C.
18 Rule 59C-1.033(5)(b), F.A.C.
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Pediatric Cardiac Catheterization and Angioplasty Institutional Health Services

As with the requirements for the pediatric open heart surgery program, the pediatric cardiac
catheterization program requires a hospital to have a CON before it may operate its program. A
cardiac catheterization is a medical procedure requiring the passage of a catheter into one or
more cardiac chambers with or without coronary arteriograms, for the purpose of diagnosing
congenital or acquired cardiovascular diseases, or for determining measurement of blood
pressure flow. Cardiac catheterization also includes the selective catheterization of the coronary
ostia with injection of contrast medium into the coronary arteries.®

A facility must demonstrate as part of the CON approval process that it is capable of providing
immediate endocardiac catheter pacemaking in cases of cardiac arrest, and pressure recording to
evaluate valvular disease or heart failure.?’ The facility must also make this range of services
available within the health facility:

e Hematology studies or coagulation studies

Electrocardiography

Chest X-ray

Blood gas studies

Clinical pathology studies and blood chemistry analysis?

The program must also include:

e A special procedure X-ray room

e A film storage and darkroom for proper processing of films

e X-ray equipment with the capability in cineangiocardiography??, or equipment with similar

capabilities

An image intensifier

An automatic injector

A diagnostic X-ray examination table for special procedures

An electrocardiograph

A blood gas analyzer

A multi-channel polygraph

Emergency equipment, including but not limited to, a temporary pacemaker unit with

catheters, ventilatory assistance devices, and a DC defibrillator

Biplane angiography, with framing rates of 30-60 fps and injection rates of up to 40mL/s

e One or more crash carts containing the necessary medication and equipment for ventilatory
support, which must be located in each pediatric cardiac catheterization procedure room.??

1% Rule 59C-1.032(2), F.A.C.

2 Rule 59C-1.032(3)(a), F.A.C.

2L Rule 59C-1.032(3)(b), F.A.C.

22 According to the Miller-Keane Encyclopedia and Dictionary of Medicine, Nursing, and Allied Health, Seventh Edition,
cineangiocardiography is the photographic recording of fluoroscopic images of the heart and great vessels by motion picture
techniques.

23 Rule 59C-1.032(3)(b), F.A.C.
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The cardiac catheterization team must be capable of rapidly mobilizing within 30 minutes, 24
hours a day, seven days a week for emergency procedures.?* The team must be capable of
providing immediate endocardiac catheter pacemaking in cases of cardiac arrest, and pressure
recording for monitoring and to evaluate valvular disease, or heart failure.?® The team must be
able to document these standards.

In addition to documentation of the required staff?® that is available to perform the pediatric
cardiac catheterization and angiographic processes, the CON applicant facility is also required to
have a department, service, or other similar unit organized, directed, staffed, and integrated with
the other units and departments of the hospital to assure the provision of quality of care.?” A
pediatric catheterization program must also be co-located at a facility where pediatric open heart
surgeries are being performed.?

Pediatric cardiac facilities granted CONs under either program are also required to provide the
AHCA with quarterly utilization reports within 45 days of the end of each quarter showing the
number of pediatric procedures under both programs.

Facility Standards

State Facility Standards and Inspections

Hospitals must maintain a current state license to operate as a hospital under the provisions of
ch. 395, part I, F.S. and ch. 408, part Il, F.S. Hospitals may elect to be Medicare certified and
may choose to be accredited by one of several accrediting organizations. If a hospital is
accredited, the AHCA will accept the reports of the accrediting agency in lieu of a state licensure
inspection.?® A facility may still be subject to a licensure inspection if the hospital has been
denied accreditation and has not submitted an acceptable corrective plan of action; received full
accreditation but has not authorized release of the report to the AHCA,; or has not ensured that
the AHCA received the accrediting organization’s report prior to the AHCA’s scheduling of a
licensure inspection.

The AHCA is authorized to conduct investigations based upon investigatory findings,
complaints, or non-conformance with accreditation standards. Sanctions can also be imposed on
facilities by the AHCA in accordance with s. 395.1065, F.S.,3! where a corrective plan of action

24 Rule 59C-1.032(4)(a), F.A.C.

% Rule 59C-1.032(3)(a), F.A.C.

2 The staff required for these programs are listed in Rule 59C-1.032(b), F.A.C.

27 Rule 59C-1.032(5)(a), F.A.C.

28 Rule 59C-1.032(6), F.A.C.

2 Rule 59A 3.253(3), F.A.C.

30 Rule 59A 3.253(3)(a), F.A.C.

31 Section 395.1065, F.S., authorizes the AHCA to impose administrative fines for operating a facility without a license of up
to $500 per day for a first offense and no more than $1,000 for each subsequent offense. Administrative fines, not to exceed
$1,000 per violation, per day, may also be imposed by the AHCA for violations of part | or part Il of chapter 408 based on
the severity of the violation, probability that death or serious harm to the health or safety of any one person will result or has
resulted, the severity of any actual or potential harm, the actions taken by the licensee to correct the violations or to remedy
the complaints, and any previous violations of the licensee. The AHCA may also impose a moratorium on elective
admissions to any licensed facility when the AHCA determines that any condition in the facility presents a threat to public
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is not submitted or actions are not implemented to correct deficiencies identified by either an

accrediting organization or the AHCA.3? Inspections may also be conducted by the AHCA, as it

deems necessary, for:

e Inspections directed by the federal Centers for Medicare & Medicaid Services.

e Validation inspections.

o Lifesafety inspections.

e Licensure complaint investigations, including full licensure investigations with a review of
all licensure standards as outlined in the administrative rules. Complaints received by the
AHCA from individuals, organizations, or other sources are subject to review and
investigation by the AHCA.

e Emergency access investigations.?

Accreditation by the Joint Commission®* requires the organization to demonstrate that it will
continually assess and improve the quality of its care, treatment, and services. The hospital must
provide services that can be evaluated by Joint Commission standards and can provide review
records equal to ten percent of the average daily census for the initial survey. Tests, treatments or
interventions provided at the hospital must be prescribed or ordered by a licensed independent
practitioner in accordance with state and federal requirements.*

One of the newest accreditation organizations is the Center for Improvement in Healthcare
Quality Accreditation program (CIHQ).*® The program received initial approval in July 2013.%"
Currently, 62 hospitals nationally have achieved accreditation under this standard, including one
Florida hospital.* Standards for accreditation under CIHQ track to the required components of
the federal Code of Federal Regulations.

Florida also recognizes accreditation for hospitals by DNV GL which was introduced in 2008.3°
The DNV GL program provides accreditation for acute care, critical access, ancillary, and
psychiatric hospitals. The program also offers clinical specialty certifications in several areas:

health or safety. The AHCA may also rely on the findings and investigations of the Department of Health in lieu of
conducting its own investigation.

32 Rule 59A 3.253(9), F.A.C.

3 Section 395.0161, F.S.

34 See The Joint Commission, https://www.jointcommission.org/accreditation/hospital_audience.aspx (last visited Mar. 6,
2019).

% The Joint Commission, Eligibility for Hospital Accreditation (January 15, 2015),
https://www.jointcommission.org/eligibility hospital accreditation/ (last visited Mar. 6, 2019).

3 Center for Improvement in Healthcare Quality, https://cihg.org/hospital accreditation_division.asp (last visited Mar. 6,
2019).

37 Centers for Medicare and Medicaid Services, Annual Report to Congress: Review of Medicare’s Program for Oversight of
Accrediting Organizations and the Clinical Laboratory Improvement Validation Program (Fiscal Year 2015), pg. 64,
available at https://www.cms.gov/Medicare/Provider-Enroliment-and-
Certification/SurveyCertificationGenlInfo/Downloads/Survey-and-Cert-L etter-16-07.pdf (last visited Mar. 6, 2019).

38 The one Florida hospital with this accreditation is Landmark Hospital of Southwest Florida, LLC located in East Naples,
Florida. Full accreditation was achieved on September 30, 2018. See https://cihg.org/hospital_list.asp (last visited Mar. 6,
2019).

39 DNV GNL, Accreditation, Certification & Training, https://www.dnvgl.us/assurance/healthcare/ac.html (last visited
Mar. 6, 2019).
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hip & knee, heart failure, and ventricular assist devices.*® Rather than multi-year surveys, the
DNV GL standards are based on an annual survey of the facility’s processes.

Medicare Accreditation

With all of these accreditation programs discussed above, if a hospital achieves accreditation
under one of these programs, the hospital could also be deemed in compliance with all of the
applicable Medicare conditions. The federal Centers for Medicare & Medicaid Services is
authorized under Section 1865(a) of the Social Security Act to recognize and approve national
accrediting organizations that demonstrate that their health and safety standards and survey and
oversight processes meet or exceed those used to determine a health care provider’s compliance
with Medicare’s Conditions for Certification or requirements.*! To be eligible to receive
Medicare reimbursement, certain types of health care facilities must demonstrate compliance
with Medicare’s conditions of participation (CoPs), conditions for coverage (CfCs), or
conditions for certification.*?

General Participation Requirements

Under 42 CFR §482.11, to participate in Medicare, a hospital must be in compliance with all
applicable federal laws related to the health and safety of patients. Additionally, the hospital
must be licensed and approved as meeting the standards established by the licensing state or
other regulatory bodies. The federal regulations set out the standards of care for patients, and for
the hospital administration, chief executive officer, the institutional plan and budget, contracted
services, and emergency services.*® The hospital is also required to protect and promote each
patient’s rights which includes establishing a process for the prompt resolution of grievances,
allowing patients to participate in the development and implementation of his or her plan of care,
permitting patients to make informed decisions about their care, acknowledging each patient’s
right to privacy and right to confidentiality of their records, and providing patients the right to be
free from restraint or seclusion.** Other areas that indicate compliance with the general
participation requirements for hospitals are found in the following table:

40 1d.

41 Centers for Medicare and Medicaid Services, State Operations Manual, Chapter 2-The Certification Process, Section
2003C — Deemed Status Providers/Suppliers, Excluding CLIA, pg. 25, available at https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/som107c02.pdf (last visited Mar. 6, 2019).

42 Centers for Medicare and Medicaid Services, Annual Report to Congress: Review of Medicare’s Program for Oversight of
Accrediting Organizations and the Clinical Laboratory Improvement Validation Program (Fiscal Year 2015), pg. 7,
available at https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenlnfo/Downloads/Survey-and-Cert-Letter-16-07.pdf (last visited Mar. 6, 2019).

4342 CFR §482.12 — Condition of participation: Governing body.

442 CFR 8482.13.
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General Participation Requirements for Hospitals
Code of Federal Regulations — Sampling of Citations
Citation Title Citation Title Citation Title Citation Title
482.11 Compliance 482.23 Nursing 482.30 Utilization 482.53 Nuclear
with Federal, Services Review medicine
State, and
Local Laws
482.12 Governing 482.24 Medical Record | 482.41 Physical 482.54 Outpatient
Body Services environment services
482.13 Patient’s 482.25 Pharmaceutical | 482.42 Infection 482.55 Emergency
Right Services control services
482.15 Emergency 482.26 Radiological 482.43 Discharge 482.56 Rehabilitation
Preparedness Services planning services
482.21 Quality 482.27 Laboratory 482.51 Surgical 482.57 Respiratory
Assessment Services services care services
and
Performance
Improvement
Program
482.22 Medical Staff | 482.28 Food and 482.52 Anesthesia
dietetic services services

Additionally, for a hospital to be eligible for reimbursement under the Florida Medicaid
program, for either inpatient or outpatient services, federal and state regulations require, among
other requirements, that the hospital meet the Medicare conditions of participation and be
licensed or formally approved by the state licensing entity. >4

If a facility is not meeting the conditions for participation and such failures are significant, the
federal government may determine that the findings constitute “an immediate or serious threat to
patient health and safety.” The federal regulations define “immediate jeopardy” as:

As situation in which the provider’s noncompliance with one or more
requirements of participation has, or is likely to cause, serious injury, harm,
impairment, or death, to a resident.*’

Under the requirements, only one individual needs to be at risk, and the serious harm, injury,
impairment, or death does not have to occur before considering immediate jeopardy. There needs
only to be a high potential in the near future for these outcomes to occur. Additionally, the
serious harm can result from both abuse and neglect, and psychological harm is considered just
as serious as physical harm.*® Common triggers include:

e Failure to protect from abuse.

e Failure to prevent neglect.

e Failure to protect from psychological harm.

4542 CFR 440.10 and 42 CFR 440.20.

 Rule 59G-4.150, F.A.C.

4742 CFR 489.3

48 Centers for Medicare and Medicaid Services, State Operations Manual, Appendix Q — Guidelines for Determining
Immediate Jeopardy (Rev. 102, Issued 02-14-14), available at https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/som107ap g_immedjeopardy.pdf (last visited Mar. 7, 2019).
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e Failure to protect from undue adverse medication consequences and/or failure to provide
medications as prescribed.

e Failure to provide adequate nutrition and hydration to support and maintain health.

e Failure to protect from widespread nosocomial infection; e.g.; failure to practice standard
precautions, failure to maintain sterile techniques during invasive procedures and/or failure to
identify and treat nosocomial infections.

e Failure to correctly identify individuals.

e Failure to safely administer blood products and safely monitor organ transplantation.

e Failure to provide safety from fire, smoke and environment hazards and/or failure to educate
staff in handling emergency situations.

e Failure to provide initial medical screening, stabilization of emergency medical conditions
and safe transfer for individuals and women in active labor seeking emergency treatment
(Emergency Medical Treatment and Active Labor Act).*°

In November 2018, the Tampa Bay Times began a series of articles on the rising infection and
mortality rates in the pediatric heart surgical program at Johns Hopkins All Children’s Hospital
(All Children’s) in St. Petersburg, Florida.>® In June 2015, a similar series of stories by CNN on
a pediatric heart program at St. Mary’s Medical Center in West Palm Beach led to the closure of
that hospital’s program.> By January 2019, federal and state inspectors visited All Children’s for
inspections, and, shortly thereafter, the federal Centers for Medicare & Medicaid Services issued
an “immediate jeopardy” warning and gave All Children’s until February 10, 2019, to file a
corrective action plan.>? The report indicated widespread issues from communication, infection
control, and physician competency issues. The hospital had a Joint Commission survey visit on
February 22, 2019, which had no findings, and still maintains its accreditation.>® The “immediate
jeopardy” label has also been removed from the hospital and the corrective action plan was
accepted, according to newspaper reports.>*

Technical Advisory Panel for Pediatric Cardiac Programs

During the 2018 Legislative Session, a Technical Advisory Panel (panel) for Pediatric Cardiac
Programs was established to develop procedures and standards for measuring outcomes of
pediatric catheterization programs and pediatric cardiac cardiovascular programs; and to make
recommendations about regulatory guidelines for pediatric open heart surgery programs. The
panel is housed administratively at the AHCA, and appointments to the panel are made by the
AHCA Secretary in accordance with the statutory guidelines.

49 1d.

%0 Kathleen McCrory and Neil Bedi, Heartbroken: Johns Hopkins Promised to Elevate All Children’s Heart Institute. Then
Patients Start to Die at an Alarming Rate. TAMPA BAY TIMES, Nov. 28, 2018, Special Report,
http://www.tampabay.com/projects/2018/investigations/heartbroken/all-childrens-heart-institute/ (last visited Mar. 7, 2019).
51 Margie Menzel, Pediatric Cardiac Surgery Standards Eyed, HEALTH NEwS FLORIDA, Oct. 13, 2015,
https://health.wusf.usf.edu/post/pediatric-cardiac-surgery-standards-eyed (last visited Mar. 7, 2019).

52 Agency for Health Care Administration, Statement of Deficiencies — Reports(January 11, 2019),
http://apps.ahca.myflorida.com/dm_web/DMWeb Docs/9379109.pdf (last visited Mar. 7, 2019).

%3 Johns Hopkins All Children’s Hospital, Inc. Quality Report, https://www.qualitycheck.org/quality-report/?bsnld=6908
(last visited Mar. 7, 2019).

54 Kathleen McCrory and Neil Bedi, New Federal Report Details Widespread Problems at All Children’s, TAMPA BAY
TIMES, Feb. 22, 2019, Investigations, http://www.tampabay.com/investigations/2019/02/22/federal-investigators-found-
systemic-failures-at-all-childrens/ (last visited Mar. 7, 2019).
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To be eligible as a voting member on the Panel, a hospital must maintain its pediatric CON and
the individual member must have technical expertise in pediatric cardiac medicine. Members
serve without compensation and are not reimbursed for any travel costs or per diem.

The AHCA Secretary appoints three at-large members, one of whom is a cardiologist who is
board certified in caring for adults with congenital heart disease and two board-certified pediatric
cardiologists. None of the three at-large members may be employed by any of the named
facilities who have specific representation on the panel. The panel has 10 other members who are
appointed by the chief executive officer of their respective hospitals, plus an alternate member.
The named member, either the voting member or the alternate, must be a pediatric cardiologist or
pediatric cardiovascular surgeon.

The Panel Membership comprises the following:

Cardiac Program Technical Advisory Panel Membership®®
Members\Type of Members: Voting Alternate Non-Voting
Johns Hopkins All Children’s in St. Petersburg L L
Arnold Palmer Hospital in Hollywood
Nicklaus Children’s Hospital in Miami
St. Joseph’s Children’s Hospital in Tampa
University of Florida Health Shands Hospital in Gainesville
University of Miami Holtz Children’s Hospital in Miami
Wolfson Children’s Hospital in Jacksonville
Florida Hospital for Children in Orlando
Nemours Children’s Hospital in Orlando
AHCA Secretary may appoint following nonvoting members:
Agency for Health Care Administration Secretary
Surgeon General
Deputy Secretary of Children’s Medical Services
Any current or past Director of Children’s Medical Services
A parent of a child with congenital heart disease
An adult with congenital heart disease
3- At Large Members
1 Cardiologist- Board Certified in caring for adults with [
congenital health disease
1 Pediatric Cardiologist — Board Certified u
1-Pediatric Cardiologist Board Certified u
A representative from each of the following organizations:
Florida Chapter of the American Academy of Pediatrics u
Florida Chapter of the American College of Cardiology
Greater Southeast Affiliate of the American Heart
Association
Adult Congenital Heart Association
March of Dimes
Florida Association of Children’s Hospitals
Florida Society of Thoracic and Cardiovascular Surgeons

55 Section 395.1055(9)(a) and (b), F.S.
% Section 395.1055(9)(b) and (c), F.S.
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The panel is required to meet at least biannually, or more frequently, upon the call of the AHCA
Secretary. Meetings may be held telephonically or by other electronic means. The panel has
held at least 26 meetings since its inception in 2017 and has been working towards proposed
rules and policies on cardiology, surgery, public reporting and transparency, and facility
standards.

At a minimum, the statute requires the panel to make recommendations for rules and standards

for pediatric cardiac programs which must include:

e Standards for pediatric cardiac catheterization services and pediatric cardiovascular surgery
services, including quality of care, personnel, physical plant, equipment, emergency
transportation, data reporting, and appropriate operating hours and timeframes for
mobilization for emergency procedures.

e Qutcome standards consistent with nationally established levels of performance in pediatric
cardiac programs.

e Specific steps to be taken by the AHCA and licensed facilities when the facilities do not meet
the outcome standards within a specified time, including time required for detailed case
reviews and the development and implementation of corrective action plans.

Records of the panel’s meetings and those of its subcommittees, including draft standards,
meeting minutes, and handouts, are posted on the AHCA’s website.®” The most recent draft of
pediatric and congenital cardiovascular center standards are dated September 2018 and were last
edited at a telephonic meeting held on January 29, 2019. The most recently posted draft meeting
minutes on the panel’s website are from the panel’s December 13, 2018 meeting. Those draft
minutes and draft standards include recommendations for the panel being consulted for CON
applications for new programs, a requirement that programs maintain a two-star rating as
determined by the Society of Thoracic Surgeons (STS), and that if a program drops below a two-
star rating, the program can be subject to a corrective action plan as determined by the panel.®

The draft proposal also includes recommendations that pediatric centers must:

e Be located in a healthcare facility that maintains accreditation by the Joint Commission on
the Accreditation of Healthcare Organizations, also known as the Joint Commission
(JCAHO), or the National Committee for Quality Assurance (NCQA).°

e Be compliant with the Health Insurance Portability and Accountability Act (HIPAA).%°

57 See Agency for Health Care Administration, Pediatric Cardiac Technical Advisory Panel,
http://ahca.myflorida.com/SCHS/PCTAP/index.shtml (last visited Mar. 5, 2019).

%8 Agency for Health Care Administration, Pediatric Cardiology Technical Advisory Panel, Pediatric and Congenital
Cardiovascular Center Standards (September 2018), pg. 1, available at
http://ahca.myflorida.com/SCHS/PCTAP/docs/121318/DraftPCTAPWorkingDocument120418Revised.pdf (last viewed
Mar. 6, 2018).

%9 The National Committee for Quality Assurance (NCQA) was formed in 1990 as a nonprofit organization that focused on
measuring and then accrediting health plans. The NCQA now also measures the quality of care delivered at the provider and
practice level. See https://www.ncqga.org/about-ncga/ (last visited Mar. 7, 2019).

80 The Health Insurance Portability and Accountability Act (HIPAA) of 1996 (Public Law 104-191) included administrative
simplifications provisions which required the federal Department of Health and Human Services to adopt national standards
on health care standards for electronic health care transactions and security. There are several parts to the Act: the Privacy
Rule which set national standards to protect individually identifiable health information across different entities and the
Security Rule which set national standards to protect the confidentiality, integrity, and availability of electronic protected
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e Provide limited English proficiency services the meet federal guidelines.

e Set guidelines for medical records reviews and onsite reviews.

e Establish draft volume standards.

e Have quality assurance and quality improvement processes.

Actively participate in the required STS databases.

Collect and submit quality assurance data annually

Implement electronic medical records.

Have providers meet specified standards based on their roles within the center.
Provide equipment and facility space based on designated specifications.5!

By January 1, 2020, an annual report must be provided to the Governor, President of the Senate,
the Speaker of the House of Representatives, the AHCA Secretary, and the Surgeon General
which summarizes the panel’s activities during the preceding fiscal year. The report must include
data and performance measures on surgical morbidity and mortality for all pediatric cardiac
programs.®?

The current statute already provides some minimal standards for cardiac programs. For example,

a pediatric cardiac program must:

e Be affiliated with a hospital licensed under chapter 395.

e Have a pediatric cardiac catheterization laboratory and pediatric cardiovascular surgical
program located in the hospital.

e Havea riessk adjusted surgical procedure protocol which follows the guidelines established by
the STS.

The AHCA is authorized to adopt rules to implement this section. Once the panel has developed
its recommendations for pediatric cardiac care, the panel expects to forward those
recommendations to the AHCA for adoption through the formal administrative rulemaking

64
process.

Liability for Good Faith Actions

Currently, the volunteer physicians and other members of the panel are not covered by any
liability or immunity clauses in the panel’s implementing statute. During panel meetings, the
members have had discussions relating to sovereign immunity for panel members when they are

health information. A third rule, the Enforcement Rule, provides the Standards for the enforcement of all the administrative
simplification rules.

61 Supra note 15, at 3 - 17.

62 Section 395.1055(9)(f), F.S.

8 The Society for Thoracic Surgeons National Database was established in 1989 as a quality improvement initiative. It has
four components: Adult Cardiac, General Thoracic, Congenital Heart Surgery, and the Interagency Registry for Mechanically
Assisted Circulatory Support (Intermacs) Databases. The Database has participants in all 50 states and 13 countries with
approximately 6.7 million surgical records and more than 90 percent of the groups that perform cardiac surgery in the United
States. In 2011, the STS Research Center was launched to provide scientific evidence and research to held cardiothoracic
surgeons and other interested parties improve surgical outcome and patient quality of care. See The Society of Thoracic
Surgeons, https://www.sts.org/about-sts (last visited Mar. 5, 2019).

64 See s. 395.1055(10)(a-c) and (12), F.S.
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engaged in activities related to the panel.®> Members on other panels, board of directors or
volunteers in programs by the Legislature have been granted similar provisions of immunity for
their official actions, such as individuals in the Division of Rehabilitation and Liquidation of the
Department of Financial Services,®® guardians ad litem,®” and employees and board of directors
of the Health Maintenance Organization Consumer Assistance Plan.%8

Effect of Proposed Changes:

The bill modifies the composition of the Pediatric Cardiac Technical Advisory Panel (panel) as
established in the Agency for Health Care Administration (AHCA) by:

Authorizing the appointment of three alternate, at-large members from affiliations different

than those of the voting at-large members.

Adding a two-year term limit to voting panel members; however, members may be re-

appointed to the panel after a two-year retirement period.

Allowing members of the panel to be reimbursed for travel and per diem.

Providing Panel members immunity from criminal and civil liability for any good faith

performance of duties assigned to them by the AHCA Secretary.

Requiring the AHCA Secretary to consult with the panel for an advisory recommendation on

all CON applications to establish pediatric cardiac surgical centers.

Authorizing the AHCA Secretary to request announced or unannounced site visits to any

existing pediatric cardiac surgical center or a facility seeking licensure as a pediatric cardiac

surgical center through the CON process to ensure compliance with the process.

Permitting the panel, at the request of the AHCA Secretary, to make recommendations for in-

state physician experts to conduct site visits and up to two out-of-state physician experts.

Establishing the procedures for the on-site inspection of a hospital’s pediatric medical and

surgical programs and providing the required contents of the written inspection reports,

advisory opinion, and suggested actions for correction, which include:

o An inspection of the program’s physical facilities, clinics and laboratories.

o Interviews with support staff and hospital administration.

o A review of medical records and reports, clinical outcome data from STS, mortality
reports, and program volumes.

Requiring the Surgeon General to provide quarterly reports to the AHCA Secretary data from

CMS’ critical congenital heart disease screening program for review by the panel.

The effective date of the bill is July 1, 2019.

Constitutional Issues:

A.

Municipality/County Mandates Restrictions:

None.

8 Agency for Health Care Administration, Pediatric Cardiology Technical Advisory Panel Meeting Minutes (Oct. 2, 2018),
pg. 3, http://ahca.myflorida.com/SCHS/PCTAP/docs/102518/PCTAPDraftMinutes100218.pdf (last visited Mar. 7, 2019).
% See s. 631.391, F.S.

67 See s. 61.405, F.S.

%8 See s. 631.825, F.S.
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B. Public Records/Open Meetings Issues:
None.

C. Trust Funds Restrictions:
None.

D. State Tax or Fee Increases:
None.

E. Other Constitutional Issues:
None.

V. Fiscal Impact Statement:

A. Tax/Fee Issues:
None.

B. Private Sector Impact:
The panel is composed of private and public medical providers reviewing medical data
about other private and public medical providers. Changes in the bill will permit panel
members, at the request of the AHCA Secretary only, to conduct site visits on private
health care facilities. Such site visits may be beneficial to the public once completed;
however, they may also be time consuming to the health care facility. The outcome of the
inspection and review may also result in licensing action by the AHCA.

C. Government Sector Impact:

SB 1126 directs the AHCA Secretary to consult with the panel for advisory
recommendations if there is a CON application process to establish pediatric cardiac
surgical centers. The AHCA Secretary is not required to follow the panel’s advisory
recommendation but is required to consult with the panel as part of the CON process for
pediatric surgical centers.

The bill also provides the AHCA Secretary with the authority to request that the panel
conduct announced or unannounced site visits upon pediatric cardiac centers or facilities
and provides the parameters for the site visit teams and the contents of the inspection
reports. While the AHCA Secretary currently has the authority to direct her/his own staff
to inspect any facility, this provision provides another set of technical experts for such
tasks. Such site visits and inspections; however, will likely have a fiscal impact, and no
estimate of the bill’s fiscal impact has been provided by the AHCA. The costs of such
visits and inspections would likely depend on the location of the facility, the number of
technical experts sent to the location, where the experts were located, and if any out-of-
state experts were also included.
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To the extent that any publicly owned hospitals also have a pediatric cardiac care facility
that may be subject to an announced or unannounced inspection, such facilities would be
impacted by hosting those inspections and by any findings from the reports.

The DOH and the State Surgeon General will be required to produce a quarterly report
for the AHCA Secretary that shows the data from the Children’s Medical Services critical
congenital heart disease screening program. This data will be reviewed by the panel. It is
unknown at this time whether there is a fiscal impact to the DOH to produce to this data.

The bill also allows for panel members to receive travel reimbursement.

The total fiscal impact of the bill is indeterminate and will dependent on the number of
site visits and inspections requested by the AHCA Secretary and travel requests of the
panel members. At the time the total fiscal impact is not known.

VI. Technical Deficiencies:

SB 1126 modifies the travel reimbursement provision to allow panel members to be reimbursed
for travel and per diem; however, the provision does not include the statutory cross reference to
s. 112.061, F.S., that limits travel reimbursement for those who travel on public business.
Without the cross reference to the state guidelines, a different travel reimbursement schedule
might be implemented for the panel members.

VII. Related Issues:
None.
VIII. Statutes Affected:

This bill substantially amends section 395.1055 of the Florida Statutes.

IX. Additional Information:

A. Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)
None.

B. Amendments:
None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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Florida Senate - 2019 SB 1126

By Senator Harrell

25-01272-19 20191126
A bill to be entitled

An act relating to the Pediatric Cardiac Technical
Advisory Panel; amending s. 395.1055, F.S.;
authorizing the reimbursement of per diem and travel
expenses to members of the pediatric cardiac technical
advisory panel, established within the Agency for
Health Care Administration; revising panel membership
to include certain alternate at-large members;
providing term limits for voting members; providing
immunity from civil and criminal liabilities to
members of the panel; requiring the Secretary of
Health Care Administration to consult the panel for
advisory recommendations on certain certificate of
need applications; authorizing the secretary to
request announced or unannounced site visits to any
existing pediatric cardiac surgical centers or
facilities seeking licensure as a pediatric cardiac
surgical center through the certificate of need
process; providing a process for the appointment of
physician experts to a site visit team; requiring each
member of a site visit team to submit a report to the
panel; requiring the panel to discuss such reports and
present an advisory opinion to the secretary;
providing requirements for an on-site inspection;
requiring the Surgeon General of the Department of
Health to provide specified reports to the secretary;

providing an effective date.

Be It Enacted by the Legislature of the State of Florida:
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Section 1. Present subsections (9) through (12) of section
395.1055, Florida Statutes, are amended, and new subsections
(10), (13), and (14) are added to that section, to read:
395.1055 Rules and enforcement.—

(9) The agency shall establish a pediatric cardiac

technical advisory panel, pursuant to s. 20.052, to develop
procedures and standards for measuring outcomes of pediatric
cardiac catheterization programs and pediatric cardiovascular
surgery programs.

(a) Members of the panel must have technical expertise in
pediatric cardiac medicine, shall serve without compensation,
and may wet be reimbursed for per diem and travel expenses.

(b) Voting members of the panel shall include: 3 at-large

members, and 3 alternate at-large members with different program

affiliations, including 1 cardiologist who is board certified in

caring for adults with congenital heart disease and 2 board-
certified pediatric cardiologists, neither of whom may be
employed by any of the hospitals specified in subparagraphs 1.-
10. or their affiliates, each of whom is appointed by the
Secretary of Health Care Administration, and 10 members, and an
alternate for each member, each of whom is a pediatric
cardiologist or a pediatric cardiovascular surgeon, each
appointed by the chief executive officer of the following
hospitals:

1. Johns Hopkins All Children’s Hospital in St. Petersburg.

2. Arnold Palmer Hospital for Children in Orlando.
3. Joe DiMaggio Children’s Hospital in Hollywood.
4

Nicklaus Children’s Hospital in Miami.
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5. St. Joseph’s Children’s Hospital in Tampa.
6. University of Florida Health Shands Hospital in
Gainesville.
7. University of Miami Holtz Children’s Hospital in Miami.
8. Wolfson Children’s Hospital in Jacksonville.
9. Florida Hospital for Children in Orlando.

10. Nemours Children’s Hospital in Orlando.

Appointments made under subparagraphs 1.-10. are contingent upon
the hospital’s maintenance of pediatric certificates of need and
the hospital’s compliance with this section and rules adopted
thereunder, as determined by the Secretary of Health Care
Administration. A member appointed under subparagraphs 1.-10.
whose hospital fails to maintain such certificates or comply
with standards may serve only as a nonvoting member until the
hospital restores such certificates or complies with such

standards. A voting member may serve a maximum of two 2-year

terms and may be reappointed to the panel after being retired

from the panel for a full 2-year term.

(c) The Secretary of Health Care Administration may appoint
nonvoting members to the panel. Nonvoting members may include:

1. The Secretary of Health Care Administration.

2. The Surgeon General.

3. The Deputy Secretary of Children’s Medical Services.

4. Any current or past Division Director of Children’s
Medical Services.

5. A parent of a child with congenital heart disease.

6. An adult with congenital heart disease.

7. A representative from each of the following
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88 organizations: the Florida Chapter of the American Academy of
89 Pediatrics, the Florida Chapter of the American College of
90| Cardiology, the Greater Southeast Affiliate of the American
91 Heart Association, the Adult Congenital Heart Association, the
92| March of Dimes, the Florida Association of Children’s Hospitals,
93 and the Florida Society of Thoracic and Cardiovascular Surgeons.
94 (d) The panel shall meet biannually, or more frequently
95| wupon the call of the Secretary of Health Care Administration.
96| Such meetings may be conducted telephonically, or by other
97| electronic means.
98 (e) The duties of the panel include recommending to the
99 agency standards for quality of care, personnel, physical plant,
100 equipment, emergency transportation, and data reporting for
101 hospitals that provide pediatric cardiac services.
102 (f) Beginning on January 1, 2020, and annually thereafter,
103| the panel shall submit a report to the Governor, the President
104 of the Senate, the Speaker of the House of Representatives, the
105 Secretary of Health Care Administration, and the State Surgeon
106| General. The report must summarize the panel’s activities during
107 the preceding fiscal year and include data and performance
108| measures on surgical morbidity and mortality for all pediatric
109 cardiac programs.

110 (g) Members of the panel are immune from any civil or

111 criminal liability for events resulting from the good faith

112 performance of duties assigned to them by the Secretary of

113 Health Care Administration.

114 (10) The Secretary of Health Care Administration shall

115| consult the pediatric cardiac technical advisory panel for an

116 advisory recommendation on all certificate of need applications
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to establish pediatric cardiac surgical centers.

(11)43+6)> Based on the recommendations of the pediatric

cardiac technical advisory panel im—subseetien—9), the agency

shall adopt rules for pediatric cardiac programs which, at a

minimum, include:

(a) Standards for pediatric cardiac catheterization
services and pediatric cardiovascular surgery including quality
of care, personnel, physical plant, equipment, emergency
transportation, data reporting, and appropriate operating hours
and timeframes for mobilization for emergency procedures.

(b) Outcome standards consistent with nationally
established levels of performance in pediatric cardiac programs.

(c) Specific steps to be taken by the agency and licensed
facilities when the facilities do not meet the outcome standards
within a specified time, including time required for detailed
case reviews and the development and implementation of
corrective action plans.

(12)4+3) A pediatric cardiac program shall:

(a) Have a pediatric cardiology clinic affiliated with a
hospital licensed under this chapter.

(b) Have a pediatric cardiac catheterization laboratory and
a pediatric cardiovascular surgical program located in the
hospital.

(c) Have a risk adjustment surgical procedure protocol
following the guidelines established by the Society of Thoracic
Surgeons.

(d) Have quality assurance and quality improvement
processes in place to enhance clinical operation and patient

satisfaction with services.
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(e) Participate in the clinical outcome reporting systems
operated by the Society of Thoracic Surgeons and the American
College of Cardiology.
(13) (a) The Secretary of Health Care Administration may

request announced or unannounced site visits to any existing

pediatric cardiac surgical centers or facilities seeking

licensure as a pediatric cardiac surgical center through the

certificate of need process, to ensure compliance with this

section and rules adopted hereunder.

(b) At the request of the Secretary of Health Care

Administration, the pediatric cardiac technical advisory panel

shall recommend in-state physician experts to conduct an on-site

visit. The Secretary may also appoint up to two out-of-state

physician experts.

(c) A site visit team shall conduct an on-site inspection

of the designated hospital’s pediatric medical and surgical

programs, and each member shall submit a written report of its

findings to the panel. The panel shall discuss the written

reports and present an advisory opinion to the Secretary of

Health Care Administration which includes recommendations and

any suggested actions for correction.

(d) Each on-site inspection must include all of the

following:

1. An inspection of the program’s physical facilities,

clinics, and laboratories.

2. Interviews with support staff and hospital

administration.

3. A review of:

a. Randomly selected medical records and reports,
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175 including, but not limited to, advanced cardiac imaging,

176 computed tomography, magnetic resonance imaging, cardiac

177| wultrasound, cardiac catheterization, and surgical operative

178 notes.

179 b. The program’s clinical outcome data submitted to the

180 Society of Thoracic Surgeons and the American College of

181 Cardiology pursuant to s. 408.05(3) (k).

182 c. Mortality reports from cardiac-related deaths that

183| occurred in the previous year.

184 d. Program volume data from the preceding year for

185 interventional and electrophysiology catheterizations and

186 surgical procedures.

187 (14) The Surgeon General shall provide quarterly reports to

188 the Secretary of Health Care Administration consisting of data

189 from the Children’s Medical Services’ critical congenital heart

190| disease screening program for review by the advisory panel.

191 (15)43+2) The agency may adopt rules to administer the

192 requirements of part II of chapter 408.
193 Section 2. This act shall take effect July 1, 2019.
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Alternatives to Opioids
Pain Management and
Addiction Prevention Program

The Journey: Implementation Plan and Future Recommendations

Presented by
Kevin DilLallo, FACHE, Manatee Memorial Hospital
Dr. Candace Smith, PhD, RN, NEA-BC, Manatee Memorial Hospital
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2006-2015- 144% Increase in individuals treated and released from the ED for opioid-related care- prescriptions
quadrupled.

2006-2015- 64% Increase in individuals admitted to the hospital for opioid-related care.

Opioid-Related Costs Taking Toll on Overall Economy

$55.6B S1T $500B
Estimated cost of opioids Estimated total opioid- Projected future opioid-related
In lost economic productivity related costs to the American costs to the American economy
(2016) economy (2001-2017) (2017-2020)

Yet....

There was no overall increase in pain
reported by Americans

Source: NICHM, “The Opioid Crisis at a Glance,” January 2018; Katz J., “Drug Deaths in American are Rising Faster Than Ever,” The New York Times. June 5, 2017; Boyles S., “ Opioid
Overdose ICU Admissions Increasing, “MedPage Today, August 13, 2017; Politico Pulse, September 17, 2017; American Society for Addiction Medicine, “Opioid Addition 2016 Facts &
Figures,” 2016; STAT Forecast Opioids Could Kill Nearly 500,000 Americans in the Next Decade, “ June 27, 2017; Rhyan C., “ Burden of Opioid Crisis Reached $95 Billion in 2016; Private

Sector Hit Hardest, “ Altarum, November 16, 2017; Health Care Advisory Board interviews and analysis .
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A List of Common Opioids
in Increasing Strength

Opioid Overview

Signs of an Opioid Overdose

Codeine o
Hydrocodone (Vicodin, "‘ o
Hycodan, Norco)
Mor p hin e ( MS Contin Blue lips or nails Dizziness and confusion Can't be woken up
) 4
Kadian)
Oxycodone (Oxycontin, o
Percocet)
HYd romorphone Choking, qurgling or Slow, weak Drowsiness or
( Di | au d I d ) snoring sounds or no breathing difficulty staying awake

Fentanyl (Duragesic)

gManatee

Memorial Hospital WWW.MANATEEMEMORIAL.COM 4



Florida Opioid Deaths

Number of Opioid-Related Overdose Deaths in Florida

3000 Total 2798
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Drug Overdose & Rx Mortality

Drug Overdose Data Overdose EMS Reversals: 2016
Manatee County Drug Overdose
and Opioid Rx Rates Narcan = REPEATS = 1247 49.5%
2,521 >7 Repeats = Age 25-41 (31 adj.)
500 o ~$109,650
450 -
400 GENDER MALES 65.8%
30
>0 RACE WHITE 89.9%
300 2
250 20 34207 605
200 15 34205 502 58.2%
150 0 34208 359
100
Wednesday
5 0
50 Days Friday 32.4%
0 0 0
2014 2015 2016 2017 2018 Hours 3PM — 8PM 17%1-_4:@36
B Drug Deaths —e=Rx Rates Overdose Rate ( )

Source: Manatee County Paramedicine, Overdose Repeat Patients, Demographics, and Volume (2016)

S8y regmEountyHealyyfpniings gng *Note: Repeat-data is attributable value

CDC)
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Manatee County: 363,000 Population
__ 2016
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Neonatal Abstinence Syndrome

Withdrawal symptoms in a newborn who was exposed to opioids in utero

2016 2017 2018
Total | NAS Total | NAS Total | NAS
N Births | Rate NS Births | Rate NS Births | Rate

Hospital A | 70 | 1763 | 40% | 71 | 1852 | 3.8% | 6 | 1938 3.1%

Hospital B | 114 | 3722 | 31% | 71 | 3631 | 2.0% | 112 | 3762 | 3.0%
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CDC High School Student Survey

14% nationwide have taken a prescription pain
medication without physician prescription

[ ] 7.8%-11.1%

[ 111.2%-13.6%

[ 13.7% - 14.9%

B 15.0% - 19.3%

M [ 1 NoData

»’

3

State Youth Risk Behavior Surveys, 2017

www.cdc.gov/healthyyouth/data/yrgs/results.htm
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Understanding the Case for
Alternatives to Opioids: The Facts

CDC Recommends:

. Opioids are not first-line or routine therapy for chronic
pain.
. Discussion of benefits, risks, and availability of non-opioid

therapies with patients.

CDC Guidelines for prescribing Opioids are underutilized

http://www.cdc.gov/drugoverdose.pdf/Guidelines Factsheet-a.pdf

Manatee

Memorial Hospital

WWW.MANATEEMEMORIAL.COM
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MMH Develops the ALTO Toolkit

Charter  Pharmacists in the ECC

Stakeholders e EMR alerts and

Work Plan notifications

Communication Plan * |IP SWAT Team

Community Information ~ * Post Hospitalization

Sessions Support and Care
Transitions

Data Management

Patient Education Plan ® Sustainand Maintain
Program
Tools for Success .
e Recommendations
Toolkit now available!

Manatee

Memorial Hospital

WWW.MANATEEMEMORIAL.COM
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Key Elements of the Plan:
1. Patient Education

* Informing patients of
outcomes and
procedures

* Educating on opioids
and side effects

* Demonstrating how to
counteract the
outbursts

Manatee

Memorial Hospital

WWW.MANATEEMEMORIAL.COM

Discussing Pain Management with Patients

* MMH is committed to providing excellent care for patients while hospitalized

including keeping patients comfortable
* Avoiding all pain is not always possible or to be expected
* Minimizing pain and keeping it at a tolerable is the goal
Pain can be treated in a variety of ways
* Non-medication (ice, heat, rest, elevation, physical therapy, massage)
* Non-opioid medications
+ Acetaminophen (Tylenol®)
* NSAIDs —ibuprofen, ketorolac
* Topical analgesics (lidocaine patches)
Gabapentin, pregabalin (Lyrica®)
*  QOpioids
* (CDC recommends to be used as second line agents for chronic pain
* Use only when risks outweigh benefits
* Use the lowest dose possible for the shortest course possible
* Oral agents provide the same analgesia as IV agents

* It isimportant to ensure that patients receive appropriate education regarding

pain contral. Informing patients of shortages of opioids is not appropriate
messaging.

13
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2. Hospital Prescriber Interventions

e Use of Alternative Agents

— Focus on renal colic, low back pain, headache,
muscle strain, fracture

* Limit discharge prescriptions to 3 days
* Use of eFORCSE system

* Enhanced patient education regarding
prescriptions

e Use of Health Information Exchange (HIE)

Manatee

Memorial Hospital

14
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3. Inpatient Substance Withdrawal Action

Team (SWAT)
e Screenings done on  The implementation of
presentation a risk screening tool is
e Patient admissions advised and should be
based on a incorporated into the
consequence of their electronic medical
drug use are placed in record.
Y
program S“f [‘rlt
TE A M
€ Manatee i
Memorial Hospital WWW.MANATEEMEMORIAL.COM



4. Post Hospitalization Support

* Community * Post Hospitalization
paramedicine program support- Care

* Case management Transitions

. Peer to Peer Counseling — Understand Behavioral

Health component

— Methadone Clinic or
other MAT clinic

— Mental Health
Counselors in Urgent
Care Centers and FEDs

{ Manatee

Memorial Hospital WWW.MANATEEMEMORIAL.COM



What every Hospital in Florida should do

MMH Opioid Stewardship 2/20/2019

Monthly Summary 2018-2019

ECC Opioid Stewardship Initiative Baseline Opiocid Utilization 13%

Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec [|Jan 2019 YTD
Opioid Doses 1,034 899 741 670 690 654 608 586 745 686 728 828 10,294
All Med Doses 9,131 9,499 8,947 8,655 8,002 7,555 8,213 7,767 9,062 8,810 9,404 10,235 118,014
Opioid % 11.32% 9.46% 8.28% 7.74% 8.62% 8.66% 8.50% 7.54% 8.22% 7.79% F.74% 8.09% 8.72%
NSAID/APAP Doses 1,697 1,732 1,756 1,742 1,557 1,498 1,679 1,713 1,967 | 1,910 1,963 | 2,119 23,424
NSAID/APAP % 18.59% 18.23% 19.63% 20.13% | 19.46% | 19.83% | 20.44% | 22.05% | 21.71% | 21.68% | 20.87% | 20.70% 19.85%
Opioid dc Rx # 394 257 210 156 140 139 132 126 118 124 143 129 2068
OP Patient Visits 5,695 5,429 5,343 4,781 5,032 5,060 5,466 5,591 5377 5,660 5,801 e Wl
Opioid dc Ry % 4.5% 3.9% 2.9% 2.9% 2.8% 2.6% 2.3% 2.1% 2.3% 2.5% 2.2% 29% = |
Total Visits R 7,069 6,704 6,621 6,023 6,205 | 6,237 | 6589 | 6917 | 6,662 | 7,087 | 7,270 o
Inpatient Opioid Stewardship Initiative

Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec [Jan 2019
Morphine Equivalents/ad 9.52 9.75 8.81 773 8.09 9.45 9.53 10.06 7.76 7.89 10.71 9.2 9.04
Methadone MME/APD 0.88 6.36 8.87 8.36 0.95 4.9 7.46 7.03 2.64 6.3 2.36 0.92 5.38
Adjusted Pt days 10,834 11,723 11,253 | 11,328 | 10,864 | 9,991 | 10,179 | 9,746 | 10,664 | 10,483 | 11,122 | 11,667 129,854
All Providers; ED Orders Only
Opioid Doses 1,167 1,040 Bo7 740 787 714 77g 713 845 770 BO7 992 11,555
All Med Doses 10,889 11,437 10,524 9,622 9,272 8,255 9,047 9,170 9,961 9,707 10,311 11,876 132,705
Opioid % 10.72% 9.09% 8.24% F.37% 8.49% 8.65% 8.60% 7.78% B8.48% 7.93% 7.83% 8.35% 8.71%
NSAID/APAP Doses 1,435 1,953 1,911 1,889 1,670 1,627 1,849 1,965 | 2,142 | 2,101 | 2,118 | 2,291 25,042
NSAID/APAP % 13.18% 17.08% 18.16% 19.84% | 18.01% | 19.71% | 20.44% | 21.43% | 21.50% | 21.64% | 20.54% | 19.29% 18.87%
Naloxone Use (doses) 37 66 33 39 38 30 33 21 28 44 34 18 421

Opioids include hydrocodone, hydromorphone, morphine, and oxycodone containing products
The focus is to review medications typically used for pain and not for procedural sedation (fentanyl)

Reduced Emergency Care Center Opioid Use by 40%
Reduced ECC Discharge Prescriptions by 64% 17




Future Considerations

* Consider adoption of process for timely disclosure of
data from PDMP with transparency for providers to
encourage accountability within organizations

* Consider leveraging data regarding opioid utilization
within organizations to drive best practices

* Consider incentives for adoption of opioid sparing pain
management programs by healthcare providers and
hospital organizations with support from state agencies

— State wide roll out plan & toolkit
— Engagement of dental providers

€ Manatee

Memorial Hospital WWW.MANATEEMEMORIAL.COM
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Future Considerations

* Consider pharmacist to aid in coordination of
programs as a State of Florida Quality Program
Manager (Pharmacist Czar)

— Data management
— Education program development and coordination

— Aid in facility rollouts & adoption of best practices in
hospitals, nursing homes, and physician practices

— Coordination between agencies

e Consider provision of funding to support services
for uninsured and underinsured patients
requiring hospitalization and inpatient and
outpatient treatment of substance use disorder

Manatee 15
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Clinical Evidence-Based Practices
for Substance Use Disorder

MAT Detox
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Florida Recommendations

ATTORNEY GENERAL'’S
OPIOID WORKING GROUP

FLORIDA'’S OPIOID EPIDEMIC:
RECOMMENDATIONS & BEST PRACTICES

MARCH1, 2019

Manatee

Memorial Hospital
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TEN PEGPLE A DAY DiE TI-HS,HJAE THIS WAY

Media Publication
and Public Information Resource

January 2017

FLORIDA « BEHAVIORAL
HEALTH ASSOCIATION
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Media Publication

and Public Information Resource
January 2017

1. Initiate Task Force with all disciplines to develop recommendations
for a coordinated statewide action plan to combat the crisis

2. Expansion of treatment availability including Medication-Assisted
Treatment (MAT); increased funding to accomplish this goal

3. Enhanced penalties for drug trafficking of opioids

5. Expanded training for first responders, law enforcement, addiction
treatment professionals, and health professionals in opioid prescribing,
overdose prevention, and MAT

6. Create a bridge between patients treated in hospital emergency
departments for overdoses and referrals for substance use disorder
treatment

7. Continue Public awareness initiatives to inform public and reduce
stigma

8. Improve reporting of data/utilization of data to guide state
response, better target resources, and improve efficiency

{Manatee 2

Memorial Hospital WWW.MANATEEMEMORIAL.COM




% Manatee
Memorial Hospital
M M H AI-TO KIT Alternatives to Opioids

f ALL TOOL KIT
0 r Pain Management and Addiction Prevention

COUNTIES

Behind ALTO S N
This toolkit is designed ~"" = N
to support your .
organization with the R
building blocks for a o
successful pain e
management and addiction |

prevention program.

Manatee

Memorial Hospital WWW.MANATEEMEMORIAL.COM
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Regional Summit

1\1}/IEII12136€1 Opioid Use Disorder Prevention:
none e A Community Based Approach

PTRLST o 0\
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(o, = & ) (
W.E N\ > T
LA RN b
MANATEE COUNIYS PEEVENTION COALION.

_ox
fFirst Step

i

Date: Friday, March 22" Panel discussions including, Law Enforcement,

Time: 1:00-4:00 PM Healthcare Leadership, and County Administrators:

Location: Manatee Memorial Hospital

206 Second Street East, Bradenton FL 34208 Topics included: ALTO Program, Peer to Peer, Grants,

- Taskforce, ED Physicians, Surgeons, Pharmacists,
Room: Manatee Auditorium Nurses and Leaders sharing the Opioid Prevention

Capacity: 85 Measures and Alternatives

Reglster onllne at https: // manatee-memorlal hospital.doodle.com, oll/qi8xxzmf7tcpk2e8

iManatee 2

Memorial Hospital WWW.MANATEEMEMORIAL.COM




Raise the Bar for Each County in

Florida
* Organize multiagency * Host Regional Summits
taskforce with Panel discussion
* Implement ALTO approach
program using toolkitto ¢ Share up to date data
kick start the program on number and types of
 Expand funding for prescriptions by
Peer to Peer program prescriber from
nospitals, ED’s, Dentist

* Fund Licensed

Therapists in ED’s offices, UCC’s, FED’s,

UCC’s. FED’s and Private Offices
{ Manatee -
Memorial HOSDital WWW.MANATEEMEMORIAL.COM
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Questions?
Manatee County is now becoming the
EPICENTER for PREVENTION not
Addiction

Thank you!
Manatee o

Memorial Hospital WWW.MANATEEMEMORIAL.COM



Some states have more opioid

prescriptions per person than others.

Manatee Memorial
Hospital has
researched the
opioid epidemic and
programs to support
alternatives to
opioids and
developed a tool kit

for pain
management and
addiction
prevention.




Pain Management and Addiction Prevention Tool Kit

Table of Contents
Charter
Stakeholders
Work Plan
Communication Plan
Community Information Session with local facilities
Data Management
Inpatient SWAT (Substance Withdrawal Action Team for patients with known addiction)

a1l WINDN

N O

Community and Patient Education Plan
Tools, Protocols for Success, Provider and Staff Education 8
a) Emergency Care Center
b) Anesthesia

c) PCP

d) Specialists
Pharmacists in Emergency Care Center (ECC) 10
EMR Alerts/Push Notifications 10
Post Hospitalization support- Care Transitions 11

a) Behavioral Health component
b) Methadone Clinic
c¢) Mental Health Counselors in Urgent Care Centers

Sustain and Maintain Communication 11
References 12
Appendix A: Sample Work Plan 15
Appendix B: Opioid Alternative Protocol Sample: Emergency Care Center 17
Appendix C: Pain Management Orders Sample: Surgery 18
Appendix D: Opioid Screening Tools and Withdrawal Management 19
Appendix E: Provider Education Presentations Available Upon Request
Appendix F: Patient Education 28



Pain Management and Addiction Prevention Tool Kit

1. Charter

Opioid overdose deaths involving a prescription opioid are at 40%." Prescription pain reliever
misuse occurs in 4.31 out of 100 people.2 80% of new heroin users began by misusing
prescription pain medications.”> Up to 10% of patients who are newly prescribed an opioid will
become addicted.? The Center for Disease Control recommends opioids are not first-line or
routine therapy for chronic pain.” Most importantly, the discussion of benefits, risks, and
availability of non-opioid therapies with patients must occur differently if a change in lifestyle
and outcomes is to happen in your respective county. The main objectives for a hospital and
community committee for consideration are as follows:

* Provide community with education, evidence based protocols, and support with pain
management and addiction prevention. (hospitals, providers, payers, schools, faith
based organizations)

* Develop enhanced Protocols, Medical Assisted Treatments (MAT), Pharmaceutical and
Non-Pharmaceutical Interventions intra hospitalization and post hospitalization through
collaboration and use of evidence based literature.

* Improve use of alternatives for opioids in your county.

2. Stakeholders

Identification of stakeholders across the continuum of care is essential for a successful program
that meets the needs of the patient in the hospital and throughout the transitions of care. The
hospital must take the initiative to develop a multidisciplinary team to manage prevention and
treatment of opioid use disorder (OUD). This process begins with assessing awareness of the
issues and developing a common level of understanding within the group of key stakeholders. A
developed level of understanding identifies motivating factors of each stakeholder and advances
the level of shared knowledge amongst its members to develop prevention and treatment
needs. Key stakeholders may include:

Hospital stakeholders
0 Hospital Administrators
0 Governing Bodies: Medical Committees, Board of Governors
0 Physicians: Emergency Medicine, Surgeons, Pain Management Specialists,
Anesthesiologists, Internists, Psychiatrists, Neonatologists, Obstetricians
Nurse Leaders and Staff Nurses
Pharmacists
Social Workers and/or Case Managers
Physical Therapists
Department of Health Physician leadership

O OO0 o0 o
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0 Marketing and Community Relations
0 Information System leaders
Community Stakeholders
Primary Care Physicians
Pain Management Specialists
Free Standing Emergency Departments (FED)
Urgent Care Centers
Other Local Health Systems
Law Enforcement
Emergency Medical Services
Community Paramedicine Program
Drug Enforcement Agency
Community Institutions: Schools, Churches, Community Resource Centers
Behavioral Health and Rehabilitation Centers
Local Municipal and/or County, State, and Federal Legislators
Local and National Not-for Profit Organization
Peer to Peer Recovery Program

O 000000000 O0OO0OO0oOOo

3. Work Plan

Work plans should be established with the aim to meet goals, provide methods for evaluation,
and define stakeholders responsible for components of the plan. Work plans should include
specific steps involved, a timeline for development and implementation of the steps, and
accountability to the components of the plan.

Strategy Responsible Action Deliverable Due
Party Date
Establish > Physician Champions-
Workgroup or Emergency department,
Committee Surgery, Anesthesia, Pain
Management, Internal
Medicine
> Hospital Leadership — CEO,
CNO, CMO
» Nurse Leaders
» Pharmacist
> Quality
» Community Liaisons
> EMS
» Information Technology
Create timeline for Timeline with
implementation interim goals
Define Scope » ECC: Target diagnoses Charter

3
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> Target Surgical Protocols
> Inpatient pain syndromes
» Transitions of Care
Assess IS > Evaluate current state IS workplan and gap
(Information 0 Electronic order analysis
Services aka- IT) sets and pathways
infrastructure 0 Clinical decision
needed support available
and needed
0]
> Design ideal build
» Test and Evaluate
Establish policy and
guidelines
Education/Training > Workshops
O Primary Care
0 Inpatient providers
0 Internal Medicine
and Family
Residents
0 Nursing and
Pharmacy Staff
0 Hospitals/care
networks
» Community education
0 Flyers
0 Workshops
0 Other media
Measuring and » Define Key Performance
Monitoring Indicators
> Establish reporting
structure
Regulatory Needs » Nursing practice acts
Assessment » Pharmacist practice acts
» Payer methodology (CMS,
commercial) - behavioral
health
» Controlled substance
regulations
> Public funding and support
Risk » SBIRT
Screening/assessm > Risk stratification (NIDA
ent and referral screening)
> Referral procedure




Pain Management and Addiction Prevention Tool Kit

4. Communication Plan

Programs should develop an internal and external communication plan for optimal success with
opioid alternatives and overall pain management and addiction prevention initiatives. The first
step is creating a sense of awareness at leadership and physician attended meetings. This
includes but not limited to Board of Governors, Medical Executive Committees, Quality
Committee of the Board, Senior Manager Meetings, Supervisor meetings, Pharmacy and
Therapeutics, Surgical Services, and all other meetings involving decision makers within your
program. The communication plan should describe the problem and a solid analysis of the
problem in your respective area, current state, and problem analysis with use of a quality
management performance improvement tool (recommend Institute for Healthcare
Improvement tools and resources)®, future state, countermeasures, implementation plan, and
sustainability plan with dashboard to track key performance improvement measures. External
communication plan should involve the VP of Public Relations and Community Stakeholders,
local media previously identified. Communication plans should be tailored to meet facility and
community objectives and evolve as objectives are met and as timelines progress.

5. Community Information Sessions with Local Facilities

When a commitment to change has been agreed upon within your organization, it is imperative
to host a community wide information session with guest speakers that can support your
initiatives and back your current state and future state proposal. The goal of this session is to
invite all community stakeholders and local facilities to develop a unified community wide action
plan with goals and metrics to ensure a transparent and engaged community. Speakers can be
from other counties in the state or other facilities in the country that have managed to achieve
solid program outcomes. This session should be planned with senior hospital leaders, senior
leaders from local hospitals in the community, local and state government officials, county or
community task forces tackling drug free initiatives, behavioral health executives, local media,
law enforcement, DEA representatives, and patients and families that have suffered through
this addiction crisis. Develop a program with contact information from your facility, speaker
biographies, and provide highlights of the initiative within the organization to support this
program.
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6. Data Management

Programs should establish key performance indicators (KPI) to evaluate the current state,
establish a strategic plan, and measure success. KPI should evaluate each component of the
plan.” Leveraging data obtained from the Electronic Health Record (EHR) is an important
component of the monitoring plan and should involve information technology specialists.

Prevention

0 Initial opioid prescriptions per 1,000 patients or opioid prescription rate

= |nitial opioid prescribed in combination with benzodiazepine (rate)

= |nitial opioid is short acting

= |nitial opioid is for £ 50 MME (morphine milligram equivalents)/day

= |nitial prescription is < 3 day supply

= Rates of past or current substance use identified during screening
NSAID, acetaminophen, topical lidocaine, corticosteroid prescription rate
CDC guidelines for chronic pain followed’
Rate of initial prescriptions that convert to chronic opioid use
Overdose rate
Pain Management

0 Rate of ED visits for breakthrough surgical pain

0 Rate of ED visits for breakthrough chronic pain

0 PDMP (prescription drug monitoring program) use- ED and Inpatient
Opioid Use Disorder Treatment

0 Referral to medication-assisted treatment (MAT) for patients with opioid

overdose (OD) or identified opioid use disorder (OUD)
=  Compliance or retention rates in MAT
= Evidence of naloxone fill among patients with OUD or OD

Maternal, Infant, Child Health

0 Rate of infants with neonatal abstinence syndrome (NAS)
Regulatory Compliance

0 Adherence to state prescription drug laws

0 Adherence to Joint Commission and CMS requirements for pain management

o O OO

7. 1P SWAT (Substance Withdrawal Action Team) for patients with known
addiction

Programs that have matured are adding the Inpatient SWAT team concept to support patients
suffering from opioid use disorder as a cause of admission or at high risk for developing opioid
use disorder. The implementation of a validated risk screening tool is advised and should be
incorporated into the electronic medical record, screening for opioid addiction or opioid

6
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addiction with co-occurring pain.? Screening should be performed on all patient encounters
including emergency care centers, urgent care centers, outpatient visits, and inpatient hospital
stays. Positive screens should result in the use of a comprehensive assessment.

Teams should be focused on safe care of the patient while hospitalized including consideration
of drug screening, camera observation of patient or assigned sitter, evaluation of visitors and
belongings, psychiatry consult, pain management consult, spiritual care, nutritional support,
and case management consult for discharge planning or ongoing treatment. Initiation of
medication assisted treatment should also be considered as licensure permits.’

Refer to APPENDIX D for examples of screening tools and treatment algorithms.

Examples of patient screening tools:

- National Institute on Drug Abuse (NIDA):
https: //www.drugabuse.gov/sites/defaul t/fil es/files/QuickScreen Updated 2013%281%29
pdf

- Screening, Brief Intervention and Referral to Treatment (SBIRT):
https.//www.samhsa.gov/sbirt/about

- Clinical Opiate Withdrawa Scale (COWS)™

8. Community and Patient Education Plan

Community education should include prevention and awareness, pain management education,
and recovery. This should include a comprehensive catalogue of community support available to
high, medium, and low risk opioid use disorder patients. Community support may include
support groups, peer to peer recovery support, withdrawal management, outpatient services
and inpatient treatment services. All patient education materials should be available in Urgent
Care Centers and Free Standing Emergency Rooms. Community partners should be engaged to
assist with and coordinate community education plans.

Patient education should include resources to discuss opioid alternatives with patients,
appropriate storage, disposal, and handling of prescriptions, and reinforcement of behaviors
that promote reduced use or abstinence. For high risk patients, additional support and
education should be offered. For patients who inject opioids, additional harm-reduction
interventions to prevent unintentional overdose or communicable disease should be discussed.

Patient education and community awareness resources can be found:
http://www.floridahealth.gov/provider-and-partner-resources/dpac/ documents/prescription-
brochure-commercial.pdf
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http://www.drugfreemanatee.org/wp-content/uploads/2016/02/Secure-Monitor-Dispose.pdf

https://www.oasas.ny.gov/admed/sbirt/documents/Opioideffects-UniversityofMo.pdf

https://www.cdc.gov/rxawareness/resources/socialmedia.html

https://www.cdc.gov/drugoverdose/patients/index.html

https://turnthetiderx.org/for-patients/#

https://www.va.gov/PAINMANAGEMENT/docs/TakingOpioidsResponsibly20121017.pdf

http://www.lockyourmeds.org/

9. Tools, Protocols for Success: Provider & Staff Education Plan

Provider Education (Appendix E)
Multimodal education approach is recommended
Workgroups for protocol development with key physician stakeholders and champions
Workshops/seminars
Protocol distribution
Electronic notification boards
Physician newsletters
Computer screen savers
Web based learning
http://www.flhealthsource.gov/FloridaTakeControl

https://fl.cme.edu/
Include key information
Evidence behind protocols developed
Implementation dates
Clinical decision support and IS resources available
Plans for monitoring

Staff Education (Appendix F)
Resident Education on Pain Management
SBIRT (Screening Brief Intervention and Referral for Treatment) Training Certification
Healthstream® or other web-based education plan to include
Protocols, timeline, clinical decision support, and monitoring plans
Signs and symptoms of opioid intoxication and withdrawal
Discharge Education from ECC and how to message patients (Pain Management Talking
Points)
https://www.drugabuse.gov/related-topics/opioid-overdose-reversal-naloxone-narcan-
evzio
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Discussing Pain Management with Patients

Manatee Memorial Hospital is committed to providing excellent care for patients
while hospitalized including keeping patients comfortable

e Avoiding all pain is not always possible or to be expected
e Minimizing pain and keeping it tolerable is the goal

Pain can be treated in a variety of ways

¢ Non-medication (ice, heat, rest, elevation, physical therapy, massage)
Behavioral (cognitive behavioral therapy, mindfulness)
¢ Non-opioid medications
a. Acetaminophen (Tylenol®)
b. NSAIDs —ibuprofen, ketorolac
c. Topical analgesics (lidocaine patches)
d. Gabapentin, pregabalin (Lyrica®)
Opioids
a. CDCrecommends to be used as second line agents for chronic pain
b. Use only when risks outweigh benefits
c. Use the lowest dose possible for the shortest course possible
d. Oral agents provide the same analgesia as IV agents

Protocol Development
Key Considerations:
1. Regulatory considerations related to the use of alternative agents such as ketamine and nitrous
oxide
2. Training and credentialing considerations related to nerve blocks and trigger point injections,
alternative medication administration
3. Medication access and distribution
4. Supply and equipment needs related to intranasal medication administration and nitrous oxide
administration
Emergency Care Center'*»!1#1>16171819.20 (A nendix B)

Consider key pain syndromes:

1. Musculoskeletal Pain: Sprains, strains, opioid-naive lower back pain, acute neck,
joint, soft tissue pain, rotator cuff tendonitis, arthritis of knee, etc.
Headache/Migraine
Renal Colic
Extremity Fracture or Joint Dislocation

5. Acute on chronic back pain
Anesthesia &Surger_v21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37,38,39 (Appendlx C)

Standardize preoperative medications to include:

Oral acetaminophen

Gabapentin or pregabalin

Intra-procedural use of ketorolac injection and lidocaine and ketamine infusions to

minimize opioid use

PwnN
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Standardized post-operative pain management protocols and orders
Use of nerve blocks, scheduled acetaminophen and NSAIDS
Topical lidocaine at incision sites
Using opioids for breakthrough pain only
Pre-operative teaching and setting realistic pain management expectations and goals
Primary Care Physicians
Acute pain protocols that mimic ECC pain protocols
Use of non-pharmacologic therapies
Heat, ice, massage, early PT/OT evaluation and treatment, behavioral therapy
Screening for Opioid Use Disorder and activation of SWAT team
Utilize CDC guidelines for treatment of chronic pain

10. Pharmacists in the Emergency Care Center

The American Society of Health Systems Pharmacists has defined roles for emergency medicine
pharmacists.”’ These pharmacists are important for advancing best practices in pain
management and can be involved in collection of accurate pain management histories, allergy
histories, providing patient specific pain management recommendations, avoiding medication
interactions, identifying patients at high risk for OUD or OD, and patient education. Pharmacists
are able to assist in creation of protocols, implementation, and monitoring of protocol
compliance, and staff and provider education.

11. Electronic Medical Record (EMR) Alerts/Push
Notifications/Defaults /Health Information Exchange (HIE)

Leverage local IS departments to establish evidence based order sets, screening tools, and
decision support.

Evaluate current protocols and order sets to optimize pain management options and default to
non-opioid options for first line therapy when appropriate. Ensure non-medication options are
included in protocols and order sets.

Leverage local Health Information Exchange (HIE) and Prescription Drug Monitoring Programs
(PDMP) to evaluate patient histories and prior treatments.

Consider establishing clinical decision support, alerts and notifications as follows:
a. Patients with moderate or high risk substance involvement screening
i. Consult SWAT team
ii. Establish referrals
b. Drug-drug and disease interaction warnings for opioids and alternative agents
c. Maximum dose warnings for acetaminophen and NSAIDs
d. Warnings/alerts for long acting opioids in opiate naive patients

10
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Warnings/alerts for co-prescribed benzodiazepines and opioids

Warnings/alerts for co-prescribed gabapentinoids and opioids

Warnings/alerts for opioid orders and prescriptions for MME >50 mg/day
Cascading order set options for treatment of acute pain in patients who are chronic
opioid users

>@ o

12. Post Hospital Support & Care Transitions

Facilities should utilize their established community support catalogue to refer patients for
follow up and ensure appropriate care transitions. It is imperative that follow up and care
transitions occur timely to avoid relapse soon after discharge. Patients are at highest risk of
overdose following a period of abstinence such as a hospitalization. Some of these strategies
may include:

a. Community paramedicine programs

Behavioral health referrals

Methadone clinic or other MAT clinic

Mental Health Counselors in Urgent Care Centers and FEDs

Peer to peer counseling programs

Primary care physicians engaged in treatment of OUD patients
Timely outpatient physical and occupational therapy referrals
Faith based organizations as appropriate

Naloxone distribution centers

Onsite behavioral health intake on same day of hospital discharge
Coordination of medical or pain treatment with treating psychiatrist of record

AT T SW 00T

13. Maintenance, Sustainability, and Future Recommendations

Sustainability of the initiative requires continued engagement of all stakeholders. Providing
regular feedback regarding key performance indicators and next steps in the plan is key for the
success of the program. Additional broad support is also necessary for the success of these
programs.

Advocacy: Engaging legislators at the local, state and national level to maintain focus and
provide funding for programs is paramount for optimal benefit of this program.

Research longitudinal studies: Funding for research regarding long term success and strategies
is needed. Advocacy for support of research is needed. Local research should focus on local
strategies and patient outcomes from the program

Single integration and management of program: Consider development of a Chief Pain
Management or Pharmacy Officer to oversee and administer the program.

Regional and state summits and integration of regional programs: County, state, and national
success is dependent on programs that are in alignment and seeking to meet similar goals and
outcomes.

11
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Appendix A: Sample Work Plan- Opioid Stewardship

Strategy Responsible Action Deliverable Due
Party Date
Establish Workgroup » Physician Champions- » Team contact list
or Committee Emergency department, & commitments
Surgery, Anesthesia, Pain | » Meeting schedule
Management, Internal
Medicine
» Hospital Leadership —
CEO, CNO, CMO
» Nurse Leaders
» Pharmacist
> Quality
» Community Liaisons
> EMS
» Information Technology
Create timeline for Timeline with
implementation interim goals
Establish
subgroups to
meet interim
goals as needed
Define Scope > ED: Target diagnoses Charter
> Target Surgical Protocols Define key
> Inpatient pain syndromes Performance
» Transitions of Care Indicators for
measuring/
monitoring
Assess IS > Evaluate current state IS workplan
infrastructure 0 Electronic order Gap analysis
needed sets and
pathways
0 Clinical decision
support available
and needed
0]
> Design ideal build
» Test and Evaluate
Establish policy and » Create policy based on Policy
guidelines scope of project Clinical pathways
» Create clinical pathways, or references
guidelines, resources for
implementation
Education/Training » Workshops Master training/

O Primary Care

education
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0 Inpatient
providers
0 Internal

Medicine and
Family Residents

0 Nursing and
Pharmacy Staff

0 hospitals/care
networks

Community education

0 Flyers

0 Workshops

0 Other media

schedule
Assignments for
development of
training/
education
Education interim
timeline

Measuring and
Monitoring

Define Key Performance
Indicators

Establish reporting
structure

Reporting tool
(dashboard)

Regulatory Needs
Assessment

YV V VY

Nursing practice acts
Pharmacist practice acts
Payer methodology
(CMS, commercial) -
behavioral health
Controlled substance
regulations

Public funding and
support

Strategy for
advocacy

Risk Screening/
assessment and
referral

SBIRT

Risk stratification (NIDA
screening)

Referral procedure

Screening and
referral procedure
Education
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Appendix B: Opioid Alternative Protocol: Emergency Department

Indication Treatment Options
Ketorolac 15mg IV
Renal colic Acetaminophen 1,000 mg po

0.9% Sodium chloride 1,000 mL bolus
Lidocaine 200mg/100 mL infusion 1.5 mg/kg over 10 minutes (max 200 mg)

Musculoskeletal pain
(sprains, strains, opiate
naive lower back pain)

Acetaminophen 1,000 mg po
Ibuprofen 400mg po OR ketorolac 15 mg IV/IM
Muscle relaxant (Choose one)

Cyclobenzaprine 5 mg po (age >65 yo or BW <70 kg or concerns for somnolence) OR Cyclobenzaprine
10 mg po

Diazepam 5 mg po
Lidocaine patch —up to 3 patches to painful areas —remove after 12 hrs

Gabapentin 300 mg po (age >65 yo or BW <70 kg or concerns for somnolence/naive to med) OR gabapentin
600 mg po

Bupivacaine 0.5% OR lidocaine 1% 1-2 mL trigger point injection

Acute on Chronic
Radicular Lower Back
Pain (Opioid tolerant)

Acetaminophen 1,000 mg po
Ibuprofen 400mg po OR ketorolac 15 mg IV/IM
Muscle relaxant (Choose one)

Cyclobenzaprine 5 mg po (age >65 yo or BW <70 kg or concerns for somnolence) OR Cyclobenzaprine
10 mg po

Diazepam 5 mg po
Lidocaine patch —up to 3 patches to painful areas —remove after 12 hrs

Gabapentin 300 mg po (age >65 yo or BW <70 kg or concerns for somnolence/naive to med) OR gabapentin
600 mg po

Dexamethasone 8 mg IV
Bupivacaine 0.5% OR lidocaine 1% 1-2 mL trigger point injection

Ketamine 500 mg/250 mL: 0.3 mg/kg bolus over 10 minutes, then 1.7 mcg/kg/min infusion

Headache/Migraine

Metoclopramide 10mg PO/IV

0.9% Sodium chloride 1,000 mL bolus

Acetaminophen 1,000 mg po

Ibuprofen 400mg po OR ketorolac 15 mg IV/IM

Bupivacaine 0.5% OR lidocaine 1% 1-2 mL cervical or trapezius trigger point injection
Lidocaine 4% Intranasal 0.5 mL

If <50% pain relief to above:

Magnesium 1gm IV over 60 minutes
Valproic acid 500mg IV over 20 minutes
Dexamethasone 4-8 mg IV

If <50% pain relief to above:

Haloperidol 2.5-5 mg IV

Extremity Fracture or
Joint Dislocation

Ketamine intranasal (50 mg/mL) 0.5 mg/kg (maximum 50 mg) x 1
Acetaminophen 1,000 mg PO
Ultrasound guided regional anesthesia peri-neural infiltration

Lidocaine 0.5% (max 5 mg/kg) OR Ropivacaine 0.5% (max 3 mg/kg)
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Appendix C: Pain Management Orders: Surgery

Preoperative Orders (1hr prior to surgery):
Acetaminophen 1,000 mg po
Gabapentin 300 mg po
Intraoperative Orders (at conclusion of surgery):
Ketorolac 15-30 mg x 1
Postoperative Orders:
Acetaminophen 1g PO q 8 hours
Ketorolac 15-30 mg IV g 6-8 hours OR Ibuprofen 400 mg g 8 hours
Lidocaine patch every 12 hours near incision site
PRN:
Tramadol 50 mg q 6 hours Prn for mild to moderate pain
Oxycodone 5 mg PO g 4 hours PRN for moderate to severe pain
Hydromorphone 0.5 mg IV q 2hours PRN for breakthrough pain

Colorectal Surgery:
In addition to above, consider intraoperative
Ketamine 10-35 mg IV x 1, then 4-10 mg/hr
Lidocaine 100 mg IV x 1, then 2-3 mg/min

Drug allergies, contraindications, previous treatments, and drug-drug interactions must be
considered prior to treatment
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Appendix D: Opioid Screening Tools and Protocols for Withdrawal
Management

Substance Involvement Screening (National Institute on Drug Abuse) NIDA Modified Scale — To be

completed on admission
https://www.drugabuse.qgov/sites/default/files/files/QuickScreen Updated 2013%281%29.pdf

Screening Question:
In the past year, have you used illegal drugs or prescription drugs for non-medical reasons?
(Screen in EMR)

If YES, ask the questions below about each drug

In your LIFETIME have you ever used the following NOT PRESCRIBED BY YOUR DOCTOR?

Circle responses — | A: Past 3 Past 3 Past 3 Past 3 Has a friend | Have you
If Ais no, move to Ever months months months, months, or relative ever tried
next drug used | ysed? desire to use has led | failedtodo | expressed and failed
If Ais yes, proceed | i use? to health, what was concern to control,
across with life- social, legal, | expected about use? | cut down or
. time? . . .
questions or financial | due to use? stop using?
problems?
Substance o o o o o o
Response § Response § Response § Response § Response § Response §
Cannabis No 0 No 0 No 0 No 0 No 0 No 0
(marijuana, pot, Yes "qox [2] 12x [3] 12x |4| 12x |5| 12x [3] 12x |3
grass, hash) No Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6
Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6
Cocaine (coke, Yes No 0 No 0 No 0 No 0 No 0 No 0
crack) 1-2 x 2 1-2x 3 1-2x 4 1-2x 5 1-2x 3 1-2 x 3
No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7| Weekly | 6 | Weekly | 6
Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6
Prescription Yes No 0 No 0 No 0 No 0 No 0 No 0
stimulants (Ritalin, 1-2 x 2 1-2 x 3 1-2 x 4 1-2 x 5 1-2 x 3 1-2 x 3
Adderall, diet pills) No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6
Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6
Methamphetamine | Yes No 0 No 0 No 0 No 0 No 0 No 0
1-2 x 2 1-2 x 3 1-2 x 4 1-2 x 5 1-2 x 3 1-2 x 3

=
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(speed, crystal, ice) No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6

Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6

Inhalants (nitrous, Yes No 0 No 0 No 0 No 0 No 0 No 0
glue, gas, paint No 1-2 x 2 1-2 x 3 1-2 x 4 1-2 x 5 1-2 x 3 1-2 x 3
thinner) Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6

Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6

Sedatives or sleeping | Yes No 0 No 0 No 0 No 0 No 0 No 0
pills (Valium, Xanax, 1-2x 2 1-2x 3 1-2x 4 1-2x 5 1-2 x 3 1-2 x 3
Ativan, GHB, No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
Rohypnol) Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6
Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6

Street opioids Yes No 0 No 0 No 0 No 0 No 0 No 0
(heroin, opium) 1-2 x 2 1-2 x 3 1-2 x 4 1-2 x 5 1-2 x 3 1-2 x 3
No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3

Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6

Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6

Prescription Yes No 0 No 0 No 0 No 0 No 0 No 0
opioids (fentanyl, 1-2 x 2 1-2 x 3 1-2 x 4 1-2 x 5 1-2 x 3 1-2 x 3
oxy, hydrocodone, No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
methadone, Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7| Weekly | 6 | Weekly | 6
buprenorphine) Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6
Hallucinogens (LSD, | Yes No 0 No 0 No 0 No 0 No 0 No 0
acid, mushrooms, 1-2 x 2 1-2 x 3 1-2 x 4 1-2 x 5 1-2 x 3 1-2 x 3
PCP, Special K, No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3
ecstacy) Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7 | Weekly | 6 | Weekly | 6
Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6

Other (Specify) Yes No 0 No 0 No 0 No 0 No 0 No 0
1-2x |2 1-2x |3 1-2x |4 1-2x |5 1-2x |3 1-2x |3

No | Monthly | 3 | Monthly | 4 | Monthly | 5 | Monthly | 6 | Monthly | 3 | Monthly | 3

Weekly | 4 | Weekly | 5| Weekly | 6 | Weekly | 7| Weekly | 6 | Weekly | 6

Daily 6 Daily 6 Daily 7 Daily 8 Daily 6 Daily 6

Total Combined
Score
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Substance Involvement
Screening

Admission related to
Opioid Use Disorder

(Infection, Overdose)

Low Risk (Score 0-3)

Reinforce abstinence

Provide positive
feedback

Moderate Risk (Score 4-
26)

Notify Provider
Advise, Assess, Assist

High Risk (Score 227)
Notify Provider

Arrange Referral

Activate Inpatient OUD Activate Inpatient OUD
Team Team

Activate Inpatient OUD
Team

Initiate COWS g6h

Initiate COWS g6h

Referral algorithm using National Institute on Drug Abuse substance involvement screening:

Recommend quitting
Explain consequences of drug use

Is the patient willing to engage in additional behavioral health therapies?
0 Yes-requires outpatient MAT or inpatient treatment? Arrange
0 Yes- does not require outpatient MAT or inpatient treatment? Assist
0 No - offer best advice; revisit and offer additional therapies at each encounter

Formulate a plan
Offer Community Resources
0 Manatee County Resources:
= Centerstone: Inpatient and Outpatient Treatment (941-782-4617)
= QOperation PAR (MAT): 941-7453-0877 — walk in treatment M-F 0530-
1000; Consultation fee $30, then $84 for initial treatment period. Time
to treatment: 1-3 days
=  First Step: Medically supervised detoxification; inpatient and outpatient
services (941-366-5333)
= Peerto Peerrecovery (free of charge): 941-444-7772 — referral can be
made 24 hrs/day
= Suncoast Behavioral Health:
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= AA/NA Meetings: https://yourlifemattersproject.org/aa-na-meetings/
Consider necessary support for vocational training, housing, transportation, food, and
legal support
Schedule follow up (1-2 weeks)

Arrange specialty
treatment

Outpatient medication assisted treatment
Inpatient treatment

Referral Process

Clinical Opiate Withdrawal Scale

The Clinical Opiate Withdrawal Scale combines objective and subjective items and can be
administered multiple times in a day.

For each item, write in the number that best describes the patient’s signs or symptom. Rate
each section on just the apparent relationship to opiate withdrawal, not a known medical
diagnosis. For example, if heart rate is increased because the patient was jogging just prior to
assessment, the increase pulse rate would not add to the score.

Resting Pulse Rate O=pulse rate 80 or below Score:
(Beats per Minute) 1=pulse rate 81-100
Measured after patient is 2=pulse rate 101-120
sitting or lying for one 4=pulse rate greater than 120
minute
Sweating 0=no report of chills or flushing Score:
Over past % hour not 1=subjective report of chills or
accounted for by room flushing
temperature or patient 2=flushed or observable moistness
activity on face
3=beads of sweat on brow or face
4=sweat streaming off face
Restlessness O=able to sit still Score:
Observation during 1=reports difficulty sitting still, but
assessment is able to do so
3=frequent shifting or extraneous
movements of legs/arms
5=Unable to sit still for more than a
few seconds
Pupil size (Assessment) 0=pupils pinned or normal size for Score:
room light
1=pupils possibly larger than normal
for room light
2=pupils moderately dilated
5=pupils so dilated that only the rim
of the iris is visible
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Bone or Joint aches
If patient was having pain
previously, only the
additional component
attributed to opiates
withdrawal is scored

O=not present

1=mild diffuse discomfort
2=patient reports severe diffuse
aching of joints/ muscles
4=patient is rubbing joints or
muscles and is unable to sit still
because of discomfort

Score:

Runny nose or tearing

Not accounted for by cold
symptoms or allergies

O=not present

1=nasal stuffiness or unusually
moist eyes

2=nose running or tearing

4=nose constantly running or tears
streaming down cheeks

Score:

Gl Upset
Only score over last % hour

0=no Gl symptoms

1=stomach cramps

2=nausea or loose stool

3=vomiting or diarrhea x1

5=2 or more episodes of diarrhea or
vomiting

Score:

Tremor

Observation of
outstretched hands

0=No tremor

1=tremor can be felt, but not
observed

2=slight tremor observable

4=gross tremor or muscle twitching

Score:

Yawning

Observation during
assessment

0=no yawning

1=yawning once or twice during
assessment

2=yawning three or more times
during assessment

4=yawning several times/minute

Score:

Anxiety or Irritability

O=none

1=patient reports increasing
irritability or anxiousness

2=patient obviously irritable anxious
4=patient so irritable or anxious
that participation in the assessment
is difficult

Score:

Gooseflesh skin

0=skin is smooth

3=piloerection of skin can be felt or
hairs standing up on arms
5=prominent piloerrection

Score:

Total score (sum of all 11 items):

Scoring Scale:

5-12 = mild
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13-24 = moderate
25-36 = moderately severe
more than 36 = severe withdrawal

Management of mild opioid withdrawal*!

Drink 2-3 liters of water per day during withdrawal to replace fluids lost through
perspiration and diarrhea.

Provide vitamin B and vitamin C supplements.

Symptomatic treatment and supportive care are usually sufficient for management of
mild opioid withdrawal.

Symptomatic medications in withdrawal management

 Insomnia Zolpidem 5mg By As needed, before
mouth  bed
Nausea and Ondansetron 4-8mg By Every 6 hours as QT prolongation
Vomiting mouth needed
Diarrhea Loperamide 4dmg By 4mg initially
initially, =~ mouth then 2mg after each
then unformed stool up to
2mg a maximum of 16mg
per day
Headache Acetaminophen 650- By 4 times per day as
1,000 mouth needed
mg
Ibuprofen 400mg By 3 times per day as Gastric ulcer
mouth needed Gastritis
Agitation, Lorazepam 0.5mg By 2-3 times per day, Benzodiazepine
anxiety and mouth  reducing over 3-5 withdrawal
restlessness days
Abdominal Dicyclomine 10 mg By Every 6 hours as Caution with renal or
cramping mouth needed hepatic impairment
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Management of moderate to moderately severe opioid withdrawal:

Continue symptomatic management for mild withdrawal
Consider addition of clonidine, lofexidine, or opioid medications such as buprenorphine
or methadone.
0 Buprenorphine and methadone treatment require additional licensing
0 Clonidine or lofexidine may assist with lessening symptoms if abrupt
discontinuation of opioid therapy is required

Management of Opioid withdrawal using clonidine:

Clonidine is an alpha-2 adrenergic agonist. It can provide relief to many of the physical
symptoms of opioid withdrawal including sweating, diarrhea, vomiting, abdominal cramps,
chills, anxiety, insomnia, and tremor. It can also cause drowsiness, dizziness and low blood
pressure. It is recommended as adjunct therapy for patients with a clinical opioid
withdrawal score of <24. Patients with higher scores will likely require opioids to assist with
withdrawal.

1. At anytime during clonidine treatment, blood pressure falls below 90/60 or HR 60 bpm,
treatment may be interrupted and/or dose reduction required
2. Obtain baseline blood pressure (sitting and standing) and heart rate before
administering clonidine. Do not begin clonidine treatment if blood pressure <
90/60mmHg or HR <60 bpm
3. Day 1: Administer test dose of clonidine 0.1 mg (0.2 mg for patients >90 kg)
a. Recheck blood pressure & HR 45 minutes after test dose
If blood pressure and HR within parameters, may continue treatment
If clinical opioid withdrawal score remains >8 after test dose, may administer
clonidine 0.1 mg every 45 minutes up to 4 doses
d. Clonidine every 6 hours based on symptoms

Clinical Opioid Withdrawal Score  Clonidine dose

8-12 0.1 mg (0.2 mg if >90 kg)
>12 0.2 mg (0.3 mg if >90 kg)
>24 Consider additional therapy
Maximum total dose (Day 1) 0.8 mg (1.2 mg if >90 kg)
4. Day 2: Add total clonidine administered day 1 and divide evenly between four doses on

day 2
5. Day 4-5: Consider beginning clonidine taper as withdrawal symptoms improve —
clonidine cannot be immediately discontinued due to risk of rebound hypertension
a. Reduce dose by 0.1-0.2 mg/day
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Follow-up care after Withdrawal Management:

Acute opioid withdrawal is followed by a protracted withdrawal phase that lasts for up to six months
and is characterized by a general feeling of reduced well-being and strong cravings for opioids. This
craving often leads to relapse to opioid use. To reduce the risk of relapse, patients should be engaged in
psychosocial interventions such as described later in these guidelines. Patients who repeatedly relapse
following withdrawal management are likely to benefit from mediation assisted treatment (MAT).

All opioid dependent patients who have withdrawn from opioids should be advised that they are at
increased risk of overdose due to reduced opioid tolerance. Should they use opioids, they should take
preventative precautions which include using a smaller amount than usual to reduce the risk of
overdose, not use in isolation in the event of unintended overdose, or have access to overdose-reversal
medication such as naloxone.

Polysubstance Withdrawal Management:

Assessment for polysubstance withdrawal should be completed based on risk from NIDA screening.
Many symptoms overlap with those of opioid withdrawal. Supportive care should be given for patients
experiencing cannabis withdrawal and stimulant withdrawal. Benzodiazepine withdrawal requires
medical management.

Benzodiazepine Withdrawal Management:

Benzodiazepine withdrawal may result in anxiety, tremor, insomnia, nausea, vomiting, hallucinations,
seizure, and delirium. Gradual tapering over a period of months is required to avoid adverse events.
Converting patients to longer acting benzodiazepines may improve withdrawal symptoms.

Benzodiazepine equivalencies:

Half life Onset of Action Route of Equivalent
Administration Dosages

(Lorazepam
Equivalence)

lorazepam (Ativan) 12-14 hrs 2-3 minutes Oral, IM, IV 1mg

chlordiazepoxide 24-48 hrs 30 -60 min Oral 25mg

(Librium) (time to peak)

oxazepam (Serax) ~8.2 hrs 180 min Oral 30 mg
(time to peak)

diazepam (Valium) ~30-40 hrs 4-5 minutes Oral, IV, IM 5mg
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Appendix E: Provider Education Presentations

Available upon request to authors identified.
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Appendix F: Patient Education on Discharge
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List of local organizations that carry naloxone kits to be distributed to every patient and family

member that presents with an overdose:

Centerstone Access Center (free, no R, needed): 2020 26™ Ave East, Bradenton, Florida

CVS Pharmacies without a prescription:

6150 14th Street West, Bradenton, FL 34207 (inside Target)
7195 State Road 70, Bradenton, FL 34203

4302 Cortez Road West, Bradenton, FL 34210

5310 48th Street East, Bradenton, FL 34203

3813 Manatee Avenue West, Bradenton, FL 34205

1520 Lakewood Ranch Boulevard, Bradenton, FL 34210

O OO0 O0OO0OO0o0Oo
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Room: KN 412
Caption: Senate Health Policy Committee

CourtSmart Tag Report

Case:
Judge:

Type:

Started: 3/11/2019 1:32:24 PM

Ends:

1:32:23 PM
1:32:30 PM
1:32:38 PM
1:32:52 PM
1:33:27 PM
1:33:58 PM
1:34:06 PM
1:38:10 PM
1:38:15 PM
1:38:31 PM
1:39:06 PM
1:39:23 PM
1:42:19 PM
1:42:26 PM
1:43:41 PM
1:45:19 PM
1:45:38 PM
1:46:07 PM
1:46:12 PM
1:46:58 PM
1:47:08 PM
1:47:38 PM
1:48:15 PM
1:48:34 PM
1:48:42 PM
1:49:18 PM
1:51:17 PM
1:54:40 PM
1:55:54 PM
1:56:12 PM
1:56:20 PM
1:56:34 PM
1:56:45 PM
1:56:49 PM
1:57:39 PM
1:58:04 PM
1:58:44 PM
1:58:53 PM
1:59:16 PM
1:59:19 PM
1:59:30 PM
1:59:32 PM
2:00:00 PM
2:00:03 PM
2:00:26 PM
2:00:32 PM
2:00:47 PM
2:00:51 PM
2:00:59 PM
2:01:13 PM
2:05:26 PM
2:06:01 PM

3/11/2019 3:29:11 PM

Length: 01:56:48

Meeting called to order

Chair Harrell

Roll call - Quorum present

Comments from Chair

Tab 2 - SB 732 by Senator Flores - Office Surgery

Strike all amendment 859422

Senator Flores to explain the bill and the amendment

Questions on the strike all

Senator Rouson

Senator Flores

Senator Cruz

Senator Flores

Senator Bean

Senator Flores

Senator Hooper

Senator Flores

Chair

Senator Hooper

Chair

Senator Mayfield

Senator Flores

Senator Mayfield

Senator Flores

Chair

Appearance Cards?

Chris Nuland, Florida Society of Plastic Surgeons, speaking for the amendment
Chris Lyon, Florida Association of Nurse Anesthetist, speaking against amendment
Senator Mayfield

Chair

Chris Lyon

Senator Rouson

Chris Lyon

Senator Rouson

Chris Lyon

Senator Harrell

Senator Berman

Chris Lyon

Chair

Nancy Thomas, Assistant General Counsel, Florida Medical Association, waives in support
Stephen Winn, Executive Director, Florida Osteopathic Medical Association, waives in support
Debate?

Senator Bean

Chair

Senator Flores waives close on Strike All

Amendment 859422 is adopted

Back on bill as amended

Stephen Winn, Florida Osteopathic Medical Association, waives in support
Chris Nuland, Florida Society of Plastic Surgeons, waives in support
Brence Sell, M.D., Florida Society of Anesthesiologist, waives in support
Michael Salzman, Plastic Surgeon, speaking for the bill

Questions?

Senator Bean



2:06:15 PM
2:07:02 PM
2:07:17 PM
2:07:26 PM
2:08:02 PM
2:10:06 PM
2:11:12 PM
2:11:28 PM
2:15:31 PM
2:15:33 PM
2:15:45 PM
2:16:05 PM
2:16:17 PM
2:16:18 PM
2:17:07 PM
2:24:50 PM
2:31:39 PM
2:31:44 PM
2:31:47 PM
2:32:07 PM
2:32:28 PM
2:33:03 PM
2:36:13 PM
2:36:19 PM
2:37:29 PM
2:38:01 PM
2:39:19 PM
2:39:26 PM
2:40:18 PM
2:41:07 PM
2:41:08 PM
2:42:34 PM
2:42:37 PM
2:42:47 PM
2:43:33 PM
2:43:46 PM
2:44:25 PM
2:44:35 PM
2:44:40 PM
2:44:45 PM
2:44:57 PM
2:45:16 PM
2:47:43 PM
2:48:43 PM
2:48:50 PM
2:49:13 PM
2:49:51 PM
2:49:54 PM
2:51:55 PM
2:52:01 PM
2:52:07 PM

Michael Salzman

Chair

Debate: on bill as amended?

Senator Cruz

Senator Rouson

Senator Mayfield

Chair

Senator Flores to close

Chair

Roll Call - SB 732 - Favorable

Favorable

Senator Berman in the Chair

Chair

Tab 5 - Presentation - Alternative to Opioids Tool Kit, presented by Manatee Memorial Hospital
Kevin DiLallo, CEO of Manatee Memorial Hospital

Dr. Candace Smith, PhD, RN: Chief Nursing Officer of Manatee Memorial Hospital
Chair Berman

Questions?

Senator Book

Dr. Smith

Senator Rouson

Dr. Smith

Chair Berman

Dr. Smith

Kevin DilLallo

Senator Cruz

Kevin

Chair Berman

Senator Rouson

Chair Berman

Tab 3 - SB 1124 by Senator Harrell -Dispensing Medicinal Drugs
Questions?

Senator Rouson

Senator Harrell

Senator Book

Senator Harrell

Appearance Card

Dorene Barker, Association State Director, AARP FL, waives in support
Debate?

Senator Harrell to close

Roll Call - SB 1124 - Favorable

Tab 4 - SB 1126 by Senator Harrell - Pediatric Cardiac Technical Advisory Panel
Chair Berman

Questions?

Senator Rouson

Senator Harrell

Senator Rouson

Senator Harrell

Chair Berman

Appearance Cards?

Dr. William B. Blanchard, M.D., Pediatric Cardiologist, Pediatric Cardiac technical Advisory Panel- former

At-Large Member, speaking for information, waives in support

2:54:27 PM
2:54:41 PM

Chair Berman

Marnie George, Sr. Advisory Buchanan Ingersoll and Rooney, Fla. Chapter AM College of Cardiology,

waives in support

2:54:48 PM
2:54:51 PM
2:55:42 PM
2:56:55 PM
2:57:55 PM
2:58:22 PM
2:59:07 PM

Debate?

Senator Hooper

Senator Rouson

Debate? None

Senator Harrell to close

Roll Call - SB 1126 - Favorable
Senator Harrell back in Chair



2:59:22 PM
2:59:55 PM
3:15:08 PM
3:15:26 PM
3:16:26 PM
3:16:33 PM
3:16:43 PM
3:18:39 PM
3:18:41 PM
3:19:03 PM
3:19:22 PM
3:19:28 PM
3:20:32 PM
3:21:13 PM
3:22:07 PM
3:22:41 PM
3:22:45 PM
3:22:53 PM
3:23:01 PM
3:23:06 PM
3:23:23 PM
3:23:37 PM
3:23:46 PM
3:24:01 PM
3:24:13 PM
3:24:29 PM
3:26:00 PM
3:26:02 PM
3:26:22 PM
opposition

3:26:29 PM
3:26:41 PM
3:26:49 PM
3:26:58 PM
3:27:07 PM
3:27:14 PM
3:27:38 PM
3:27:56 PM
3:28:21 PM
3:28:40 PM
3:28:46 PM
3:28:59 PM
3:29:06 PM
adjourned.

Chair - informal recess

Recording Paused

Recording Resumed

Tab 1 - SB 1088 by Senator Albritton - Nursing Home Facility Staffing

Senator Hooper for a motion

Motion for time certain on SB 1088 to be set for a vote at 3:28 pm

Chair, any objections to the motion? None. Motion is adopted

Questions?

Senator Rouson

Senator Albritton

Senator Rouson

Senator Albritton

Chair

Amendment 614608 by Senator Albritton

Chair

Questions? None

Objection to amendment? None

Appearance Cards. None

Amendment is adopted

Back in bill as amended

Michael Milliken, State Ombudsman, State Long Term Care Ombudsman Program, waives in opposition
Tracy Greene, VP of Operations, Southern Health Care Management, waives in support
Peggy R. Norris, SCC - Signature Care Consultant, Signature Healthcare, waives in support
Mauri Mizrah, waives in support

Senator Bean

Marty Geotz, CEO, River Garden Hebrew Home, speaking against the bill

Chair

Steve Waltrel, Attorney, Victims of Nursing Home Abuse and Neglect, waive in opposition
Lisa, Lyons, Executive Director, Westminster Communities of Florida, Leadinginage Florida, waives in

Tyna C. Jackson, Partner, PinPoint Results, SEJU-1199, waives in strong opposition

Connie Cheap, Leading Age Florida, waives in opposition

Bruce Jones, CEO, waives in opposition

Kip Corriveau, Director of Missions, Bon Serouis, St. Petersburg Health System, waives in opposition
Steve Bohmer, CEO/President, LeadingAgeFlorida, waives in opposition

Jack McRay, AARP, waives in opposition

Senator Berman

Senator Albritton to close

Roll call - SB 1088 - favorable

Does any Senator wish to be recorded as voting on bills before the committee today?

Senator Bean voting affirmative on SB 1124 and 1126

Is there other business before the committee? Seeing None

Senator Hooper moves to adjourn. Is there objection? Seeing none, show the motion adopted. We are
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